KPATKA XAPAKTEPHCTHKA HA TITPOAYKTA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

Knonazenam ®noenna 1 mg/ml urskexkipnoHeH/HHY3HOHEH pa3TBOP

Clonazepam Floella 1 mg/ml solution for injection/infusion

2. KAYECTBEH H KOJIMYECTBEH CBhCTAB

1 ml pasTBOp (emHa ammyna) coaepxka 1 mg knonasenam (clonazepam).

TToMOIHY BELIECTRa ¢ H3BECTHO JciicTeHe: Ge3roaeH eTok ankoxoi (158 mg/ml), Sensmoe ankoxon

(31 mg/mi).
3a ITEIHHEA CIMCHK HA NOMOIIHHUTE BElUECTBa BHXKTE TOYKa 6.1,

3. JIEKAPCTBEHA ®OPMA

HibxeKITMOHeH/HH(Y3HOHEH Pa3TBOp 'ﬁLMHHTEHHA Al E:Im NEKAPCTBATA
Be3uBeTeH HIH JIEKO XKBITCHHKABO-3€ICHHKAB Pa3TBOP. Kou Pos. e ’z 0.2 5 ! ? a3
4  KJIHBVYHHA JAHEA Paspeweno fe 34//7"7/7/’ -J"a?éc?_r
4.1 TepanepTHYHR HOKA3AHAY  Ogobperus Ne DB- 12,
Enunencus

Enunenruuen craryc (Status Epilepticus), neyerue Ha BcHUKH GOpPMH Ha eITHIENCHA TPH BE3PAcTHH H
Zena: ocobeno abcancu (petit mal), BxmounresHo aTunpuHK abcadcn (caHapoM Ha Lennox-Gastaut),
ITHPBYUYHH HIH FeHepTH3HPAHH TOHHYHO-KNOHHYHH npHaxsiy (grand mal), NpocTs HIH KOMITIEKCHH
napupaTHA (HOKANTHN)} NPUCTHNN, MHOKIOHAYHA NPHNAAbLUM H ATOHHYHH [MPHNagbLH (CHHIPOM Ha
NajaHe), SMmuICNcHA ¢ HHGAaHTHIHK cniasMu (CHHAPOM Ha YecT).

Hanwecko pazcmpoticmso

H3nom3saiite pH JieYeHHE HA OCTPH CBCTOAHNA (BHE3aITHY HEOYAaKBAHH MPHCTHIIM HAa TPEBOXKHOCT H
CTPaxX ¢ HHTCH3HBHH BENETATHBHHM CHMITTOMH, OCTpa ek3allepbalia Ha CHMITTOMHTE NpH MALHEHTH C
XpOHHYHA TpeBOKHOCT). CJie KaTo ce OBAafee OCTPOTO ChCTOAHME, MO-HATATEINHOTO JIEHEHHE ¢
KIICHa3enmaM TpAdea na 6b/e mepopanto.

4.2 [10o3HpOBKA H HAYHEH HA NPRJIOKEHHE

Cmandapmna 003UpoSKa npu entnencus
3a neyeHHe Ha SIUIETITHYEH CTATYC NPU ACUA M BH3pacTHU TPROBa a ce MPHIIaraT MbpPBOHAYAIIHO - CNEH
Pa3peRaaHe ¢ pa3TBOPUTEN — ChOTBETHO, TONOBHH aMryAa (0,5 mg) U eaxa ammyna {1 mg), sa
TIPEANIOYHTAHE Ype3 HHTPaBeHo3HA HHPY3HA. AKO € HeoOXOAMO, Ta3u J03a MOXKe Ja ce NoBTopH (1-

4 mg oOHUKHOBEHO ca AOCTATBYHH, 34 JIa Ce OBJIaZee SIANENTTHYEH cTaTyc). IIpy BB3pacTHH cKOpOCTTa Ha
HEKEKTHpaHe He TpaOea na Hagsumasa 0,25 mo 0,5 mg (0,5 no 1,0 ml oT npHroTeeHns pasTEop) Ha
muHyTa. O6mara A03a ot 10 mg He TpAGBa Aa ce HamBrwaea. IIpH OCTPH CHCTOAHHA HHTPaMyCKYJIHOTO
npHIoKeHHe, mopaau GaerHata aGcopOima, TpaOBa fa ce H3MOI3BA CaMO B H3KIFOMHTEIHN U CITyuaH,
KOPaTo He € Bb3MOKHO HHTPaBEHO3HO MPUIOKEHNE (ClIe] HHTPaMYCKYJIHO NpHpgeRtTic-Tam e 3 Haca,
BXK. TOUKa 5.2).

3a NPOABLIDKATENHO JICYUCHHE Ha SIMINCNCHA € NOAXOAAO Aa CC H3NION3BA KITeH
TabNeTKM WM KankH 3a NEPOPANTHO NIPHIIOXKCHHC.



Hosuposxa npu nanwiecko pascmpoiicmso

Jozara Tpa6Ba fa ce afanTHpa KbM HEMMOCPEACTBEHOTO CLCTOAMHE Ha NalHeHTa. Makcimaniara
fIpeNOpBYMTENHA A03a ¢ 2 mg ABA IMHTA AHEBHC (4 mg/neH) H MOXe Jia Ce NPEANHCBa CaMo B
H3KTIOYHTEIHH CITY4aH.

JleXapCTBEHHAT MPOAYKT MOXe Ja ce npuiara 4pe3 6aBHa HHTPaREHO3HA HIDKEKLHMA HAY HHTPABEHO3HA
#Hby3us. [IpH BE3pacTHH CKOPOCTTa HA HEDKEKTHpaHe He Tpabsa ja Haneumasa 0,25 - 0,5 mg (0,5 -

1,0 ml ot npuroTeenns pasreop) Ka MuHyTa. [IpH OCTPH CHCTOAHKA KHTPaMYCKYJIHOTO PHIOKCHHE,
nopaau GaBHara abcopOua, TpaGBa fa ce H3NONIBA CAMO B H3KTIOHHTEIHH CIIy4aH, KOraro He €
BB3MOXHO HHTPaBEeHO3IHO NPIIOKEHHE {Cle]i HHTPAMYCKYJTHO HpHIoKeHHE Tmax € 3 Haca, BX. TOUKA
5.2).

basna unmpaseno3na undicexyun

Pa3TBOPET OT eAsHa aMITy/ia OT TPOXYKTa, ChABPAKAI | mg OT aKTMBHOTO BELIECTBO, MOXE Jd CE
H3TOJI3Ba CaMo ciief paspeskaane ¢ 1 ml pasTeopuTen, 3a 12 ce NPENOTBPATH JIOKANHO JPa3HEHE Ha
MACTOTO Ha HHKeKTHpare. MHXEKIMOHHHAT pa3TBOp TPAGBA [1a C€ MPHIOTBH HEMNOCPEACTBEHO NIPEIH
NpUiIarane,

Humpasenosna unghysusn
Hudysuonnust pasrsop Tpabsa Aa ce NMPHIroTBH HEMOCPENCTBEHO NPEAH NPH/aTraHe.

HmxexuMOHHUAT pasTBOp TpA0Ba Aa ce NPUrOTBH HEMOCPEACTBEHO NPEAH MpHiarane. MuTpasenosHoTo
HIDKeKTHpaHe TpaAGBa fa ce npunara 6aBHO, ¢ nocroArHO npocneaasane Ha EET, auinane B KppBHO
HAJATAHE.

Hma gokasarencrsa, 4e KJIOHA3ENaM MOXe ga Onae agcopbupad B nacTMacoBH HHGYIHOHHH CAKOBE H
HHY3MOHHH CHUCTEMH, chABpXKaH PVC, xoeTo BoaM 10 HAMANABAHE HA KOHUICHTPAUHATA HA
KioHazenaM 1o 50%, ocobeHO KOraTo NPHTOTBEHHTE CaKOBE C€ ChXPaHABAT 3a 24 4Yaca WIK [IoBeye, IPH
TOIUIH YCNIOBHA HA OKOJTHATA CPEla, HWIH KOTATO CE M3MOIBAT IBITH KOMIUIEKTH TPEON HiH OaBHa
cxopocT Ha MHGy3kA. Korato ce BiuBa xioHa3enaM Tpabpa fa ce n3GArBaT cakoBe M HHGY3HOHHH
cHcTemu, cpappxami PVC. TIpn pinBaHe Ha KIOHa3enaM TpaOBa /ia ce BHMMaBa NIpH IPEBKTIOYBAHE
Mexay ceabpkany PVC u Hecsabpxat PVC cakobe H HA¢Y3HOHHH CHCTEMH.

4.3 ITpoTRBONOKAIAHHSA

H3BecTHA CBPBXYYBCTBHTETHOCT KbM AKTHBHOTO BENIECTBO HITH KbM HAKOE OT [TOMOLIHHTE BelNecTBa,
W30pOoeHH B TouKa 6.1, WIH KBM ApYry iekapeTBa oT GeH30IHaseIAHOBATa IpyTia.

Texka zpxaTeIHa HEAOCTATHIHOCT HITH TEXKKa YepHOAPOOHA HEAOCTATHYHOCT H MHACTEHHS IPABHC.
Amnynure Knonasenam ®noenna cpabpxar Gensunop ankoxon. Thi kaTo HMa cpo0ineHns 3a
[IOCTOAHHH HEBPONCHXHATPHYHY NS(PHIHTH 1 My THOPIaHHA HEJJOCTATHYHOCT, CBbP3aHH ¢ GeH3unos
ankoxou, TpAOBa a ce W30ArBa NpUIaraHETO Ha HOBOPOJCHH H 0COOEHO Ha HEAOHOCEHH AeIia.
INamyeHTH, 33 KOHTO € H3BECTHO, Ye J0YNoTpe6GABaT ¢ IeKapcTBa, HAPKOTHLM HIIH aJTKOXOM.

44 CoensajyRH NpexynpekIcHHS H NpeANa3sHA MEPKH DPH yuorpeba

HMa chobmenys 32 cyHIMIHA HAEALHA H NOBEACHHE NPH NAlMEHTH, JIEKYBaHH C aHTHEITHIENTTHIHH
CpecTBa NIPH padIMYHA MoKa3aHKi. MeTa-aHaTH3 Ha paHAOMH3HpaHH, IuaneGo KOHTPOAHPaHH
MpOy4BaHHA Ha AHTHEIIHWICHTHIHH JIEKapCTBa CHUIO € MoKalas ¢iabo NMOBHINEH PHCK OT CYRLHAHA
HAeains U noeieHHe. MexaHW3IMBT Ha TO3H PUCK HE € WIBECTEH H HAIMYHHUTE JAHHU HE H3KINIOYMBAT
BBE3MOXKHOCTTA 34 NOBHILEH PHCK NPH KJIOHA3ENAaM.

Hopamu ToRa, maumeHTHTe TPAORa Na 6baar HabmoaBaHH 34 NPH3HALM Ha CYH
MOBEACHHE H Aa ¢e 0OMHCIH NoMXoAAIe NeveHne. [TanpenTrTe (M AMOaTa, KOUTO P€
TpaOBa A& MOTHPCAT JIEKAPCKA NOMOI, AKO CE NOABAT MPH3HALH HA CYHIIHAHA HAE
TlamenTy ¢ aHaMHe3a 33 JenpecHs H/WTH ONUTH 3a caMoybuiicTeo Tpidea Aa 6
HEMPEKECHATO HabnmoacHue,



Kinonazenam Moxke Aa ce npunara camo ¢ 0co6eHo BHHMAHNE NPH MAHEHTH ChC CHHHANHA KH
uepeOpaiHa aTakCHA, B CiTyqaii Ha OCTPa HHTOKCHKAUMS ¢ ATKOXOM HIIH HAPKOTHLIM M TIPH HALHEHTH C
TEHKKO 1epHOAPOGHO yBpexaaHe (Harp. LAPO3a HA YepHHS Apo6).

Eonospemenna ynompeba c anxoxon/denpecanmu na I[HC

EnnospeMennaTa ynorpe6a Ha kiIoHasenaM ¢ anKoXoNl H/WTH aenpecanT Ha [THC TpAGBa Aa ce H30ATEA.
TloxoGHa eanoBpeMenHa ynoTpea HMa NOTEHUMAN 12 YBEITHYH KIHHHIRUTE eeKTH Ha KIOHa3enam,
BKIIOTHTEHO TERKKATA Ce/lalliA, KITHHHIHO 3HAYMMMATA PECTIHPATOPHA H/HIIH CBPACYHO-CH0BA JETIPECHS
(Bx. TouKa 4.5).

Anamnesa 3a 30ynompebama Ha ankoxon ulU HAPKOMUYY
Knonasenam Tpa6ea fa ce w3non3ea ¢ NOBUHIERO BHUMAaHKE IPH MANMSHTH ¢ aHAMHE33 32 3noynoTpeba ¢
ANKOXOJ1 MM HAPKOTHIIM.

IIpn KBpMayeTa U MalTky Jiena KIIOHA3eMaM MOXKe 2 IPHYHHH YBEIHUEHA CeKPELA Ha CNIOHKS U
Gporxuanen cexpert. [Topajm ToBa TpaGea na ce 00BPHE CICLMANHO BHHMAHHE Ha OOAXBPKAHETO Ha
MPOXOAHMOCTTA HA JIHXATE/IHHTE THTHINA.

Knonasenam Tpa6sa 1a ce H3m0/1382 ¢ NOBHIIEHO BHHMAHME NIPH MALIMEHTH CHC CHHHA ANHEA, C
xponnyHa GenoapoGHa HeNOCTATEYHOCT, ¢ YBpeXKAaHe Ha GL6peynara win "YepHoapoOHaTa hyHKIMs,
KaKTO H B CTapyeCKa BBE3pacT HIH CTPajalli OT H3TOIeHRe. B Tean ciryuaw o6HKHOBEHO ce Hanara
nosata aa 661 HaMalieHa,

Aozata Ha KioHa3eniaM TpAGBa BHHMATEJTHO /1A CE ANANTHPA KbM HEANBHIYATHUTE HYKAH NpH NALUCHTH
¢ NpeAINECTBAIO 3a6019BaHE Ha MXATENHATE CHCTEMa (HATIP. XPOHHHA 06CTpyKTHBHA GenonpobHa
Gonecr) iy Ha Yepennd Apob, KAKTO H NPH NAIHEHTH, TIPOBEXAAULA NSIEHUE ¢ Apyru
UEHTPANHONEHCTBAINM IeKapCTBA HIH 2HTHKOHBYNICHEHH (AHTHETIANEITTHYHH) CPeACTRA (Bx. TouKa 4.5),
EdexTrTe BHPXY AUXATENHATA CHCTEMA MO3KE 1A C€ BIIOHIAT OT HAIHYHA OOCTpYKUMA Ha RUXATENHHTE
METHIIA AITH MO3BYHO YBPEXKAAHE, HITH aKO € NPAAAraT APYTH JIEKapCTBa, KOWTO OTHCKAT MHINAHETO.
ITo mpaBuno, To3u edekT Moke fa GbAe wabernar 4pe3 BHUMATENHO KOPHTHAPAHE HA [034Ta cniopen
HHAMBHAYATHHUTE HY>K/IH,

KaxTo BcHYKH NIEKapCTBa OT TO3H THII, KIOHA3ETIAM MOXKeE, B 3AaBHCHMOCT OT JI033Ta, HAUHHA HA
NIPHIIOXKCHHE H MHHBHAYATHATa YYBCTBHTEIHOCT 24 MOBIMAE PeaKUMHUTE Ha MaLueHTa (Harp.
¢nocobHOCTTa MY 3a WodHpane, NOBeACHHETO My Ha MbTa) (BX. Touka 4.7).

Karo npasuno, nauuerTute ¢ emwiencus He 6uBa 1a moHpar. Jlopy KOraTo €a afeKBaTHO
KOHTPOJMIMPaHH ¢ TIpBeMa Ha KIOHas3enam, TpaoBa Ja ce NOMHH, Y€ BCAKO MOBHLIABAHE HA /103aTA HIIH
H3MEHEHHE B CXEMaTa Ha JO3HpPaHe MOXe [a NPOMEHH PCAKIHHTE HA ITALMEHTA B 3aBHCHMOCT OT
HHAMBHIYAITHATA XYBCTBHTETHOCT.

TIpHIOKCHHETO Ha AHTHKOHBY/ICAHTH, BKIKYHTENHO KIOHAIENaM, He TPAGRA J1a Ce IpeKBbCBA BHESATTHO ¢
OrNC/l Ha PUCKA OT BHE3ANleH EMMNEITHYEH CTaTyC. AKO AEKyBAIHAT JIEKAD PEImH, de € HeoGXOaUMO
HaMaJABAHE Ha JI03ATA WK NpeKpaTaABaHe Ha NpHeMa, ToBa TPAGBA J1a ce IIPABH NOCTENeHNo. B Takuea
CITyMaH C¢ NIPENOPBYBa KOMOHHALMA ¢ APYTH AHTHENMIWIEITUMHE CPEACTRA.

3a WHTPABEHO3HO NpUIOKeHue TPAGBA [a GAe H3GpaHa BeHa ¢ MOAXORAI AuameTsp. Minkexupisra
Tps0Ba Jia Ce MpHara MEOTO GaBHO, IPH MOCTOAHHO NPOC/IEAABAHE Ha AULIAHETO H KPBBHOTO HAJIATaHe.
B1p3oro HIDKeKTHpane HAH HEAOCTATLYHHAT AUAMETED HA BEHATA Ca CBBP3aHH C PHCKA OT
TpoMGodebuT, koiiTo Moxe Aa JoBene Ko TpomGo3a, Moske 1a HACTHIH PpecnHpaTopHa JENpPECHS,
0CcOGeHO NpH HHTPABEHO3HO NPHIIOKEHHE Ha KIOHA3ENaM, Ry

TIpk BE3pacTHH CKOPOCTTa Ha MHXKEKTHpAHE He TPAGBa Aa Haneumasa 0,25 - 0
NPUrOTBEHHA Pa3TBOP) HA MMHYTA (B, TouKa 4.2). Hexxenanu edextet Ha He
CHCTEMA H YMOPa, KOHTO €a 10CTA HECTH H OGHKHOBEHO IPEXOHH, B IOBEY:



CITOHTAHHO IO BPeMe Ha JIeYeHHETO WM C HAMAJIBaHe Ha f03aTa. Tesn edext Morar aa Obaar
YACTHYHO NPENOTBpaTeHH Ypes 6aBHO yBeNHYaBaHe HA fO3aT2 B HAYANIOTO HA JIESEHHETO (BK. ToYKa 4.8).

Hopgupus
KironaszenaM ce CuMTa 32 BEPOATHO HEMOPHPOreHEH, BEIPEXH Y€ HMA HIKOH IPOTHBOPCIHBH

JOKa3aTeNCTEA. 3aT0Ba TIPH NAlHEHTH C I!Opil)ﬂplﬂl, KIoHas3cram TpﬂGBa Aa C€ H3ION3B& BHUMATCITHO.

Anamnesa na sroynompebama ¢ nexapcmea u 3a6ucuUMocm

Ynorpebara Ha GeH30QHAIEITHHA MOXe /12 ZIOBEAE JI0 pasBHTHE Ha GH3MYECKA H IICHXHYECKA 3aBHCHMOCT
OT Te3H JIEKaPCTBEHH NPONYKTH (BX. Touka 4.8). Ilo-crienpanto, Npoab/BXITENHOTO JISUSHHE HWIH
NEYeHHE ¢ BHCOKH JIO3H MOXKE J1a ioBene A0 0GpaTHMHA HapYIICHHA KATO AH3apTpHA, HapylleHa
KOOPIMHALIMA Ha JBHXKEHMATA H HapyllleHHe Ha MOXOAKATa (aTaKCHA), HHCTArbM H HApyLIEHNA Ha
apenwvero (numnonus). [TpH H3non3paxe Ha GeH30IHA3CITHH B TEPANICBTHYHM JO3H MOXE Ja BE3HHKHE
AHTepOrpPajHa AMHE3Hs, KaTO PHCKELT C€ YBEHYABA NPH NM0-BUCOKH R03H. EdexkTdTe HAa aMHE3HuT MOXe na
Ca CBLP3aHH ¢ HEAAEKBATHO NopeneHye. IIpu HAKOH GOPMH Ha eNWIENCHA € Bb3MOKHO YBEIHYABAHE Ha
YecTOTara Ha rbpHoBe (B, TouKa 4.8) no BpeMe Ha (POBDKHTENHO JeUeHHe.

PHCKET OT 3aBHCHMOCT € YBE/THYABa ¢ f03ATa H NPOXBIIKMTENHOCTTA Ha feyenneTo. Toii e no-romsam
CHIIO H APH MALHCHTH C aHAMHE3a 32 JT0yNoTpeda ¢ aTkoXon H/HWIH HAPKOTHLIH.

Cnep kaTo ce BEIHEXK CE pa3BHE (U3HUYECKA 3aBHCHMOCT, PA3KOTO NpeKpaTABaHe Ha JISUSHHETO [Ie ce
CBHIPOBOKAA CBC CHMITTOMH Ha oTHeMase. [To BpemMe Ha NPOXWDKHTETHO JIeUeHHE CHMITTOMM Ha
OTHEMAaHe MOXe JIa C€ Pa3BHAT Clie/] AKTHT NepHOA Ha ynoTpeba, 0coGeHO MPH BHCOKH I03H HIH ako
NHEBHATA 4034 Ce HAMATH 6BP30 WM JIGUSHHETO BHE3ATHO ¢e NpeKpaTH. CHMITTOMITE BKIIOYBAT
TPEMOp, H300TABaHE, BB30ya, HAPYIIEHHA HA ChHS H TPEBOMXKHOCT, MaBoGoMMe, MyckyiHa 6onka,
EKCTPEeMHA TPEBOKHOCT, HANIPEXKeHHE, He3MoKoHCcTBO, O6BPKBaHE, PA3IPasHATENHOCT H STHIENTHYIHH
MPHNaXLIM, KOHTO MOXKE J1a €& CBHp3aHH ¢ OCHOBHOTO 3a0onsgBane.

TIpn TexKH CITy4an MOXKE Ja C€ NOABAT CAECIHHTE CHMITTOMH: JIEPeaIH3alus, AeNepCOHANN3AINA,
XHIEpaKy3ns, CKOBAHOCT U H3TPHIBAHE Ha KpafHHULMTE, CBPBXYYBCTBHTETHOCT KbM CBETIIHHA, ITYM H
(H3HUeckn KoHTaKT HWiIH XamolMHAIMK. ToHii KaTO PHCKET OT CHMITTOMM Ha OTHEMAaHE € TIO-TOJIAM Cllel
BHE3AITHO MPeYCTAHOBABAHE Ha JICYCHHETO, BHE3AaITHOTC NIPCKLCBAHE HA JIEKAPCTBOTO TP16Ba J1a ce
H30ATBA H JICHEHHETO - IOPH CAMO KPaTKOTPAiHO - TPAGBA A2 CE MPEKPATH Ype3 NOCTENEHHO HAMAIABAHe
Ha AHEBHATA J103a. PHCKBT OT CHMITTOMH Ha OTHEMaHe ce YBE/THYaBa, KoraTto GeH30/[Ha3enHHKTE ce
IIPHJIATAT 34€JTHO C THEBHH YCIIOKOHTENHH (KPBCTOCAHA TONEPAHTHOCT).

Hlayuenmu e cmapuecxa sv3pacm: CneunanHo BHUMaHue TpAOBa a ce 00bpHE Ha NAllHEHTHTS B
CTap4eCcKa BB3PACT B €TANAa Ha THTPHPAHE HA JISUEHHETO ¢ KIIOHA3ENaM.

Hayuenmu c bvOpeuno yspescOane: BelonacHocTTa M eHKACHOCTTA HA KIIOHZ3ENaM IIPH NALMEHTH ¢
610peuno yspexiane He ca IPOYUBaHH, HO BL3 OCHOBA HA (HaAPMAKOKMHETHUHHTE JaHHH HE Ce Haara
KOPEKNHA Ha 11033aFa PH Te3H NagHeHTH (BXK, To4Ka 5.1).

Hlayuenmu c weprodpobuo yepeacdane: be3onacHOCTTa H €PHKACHOCTTA Ha KIOHA3ENAM NPH [TAHEHTH
¢ yepHoApobHO yBpexkaane He ca Mpoyusann. HaMa naHHH 3a BIUARKETO Ha apMaKOKWHETHKATA HA
KIOHa3enaM npH YepHoapobHo 3abonasane.

TlenuaTpuuny nauenTH: bezonacHocTTa H eHKaCHOCTTA Ha KIIOHA3ENAM TPH JICICHHE HA NIAHHYECKO
PpascTpoicTBO He ca NpOoy4BaHH ITPH JEUa.

Pucx npu ednoepemenna ynompeba na onuoudu o
EnHospeMeHHaTa ynotpefa Ha KIOHa3eMaM H OIMOHAN MOXKE [a JOBEE A0 CealH PeCMpa
nenpecus, KoMa M cMBpT. [Topanu Te3su pHckoBe eHOBPEMEHHOTO NPEANACBAHE
NeKapcTBa KaTo GEH30AHAZEITMHHM HITH CPOAHH JICKAPCTRA KaTo KITOHa3eNnaM < o " o1l
33Ma3€HO 3a NALHEHTH, 3a KOHTO He Ca IYPJIOXKHAMH AJITePHATHBHH BE3MOXKHO

B3eMe pellleHHe Aa ce NPEANHLIE KIIOHA3eHaM ETHOBPEMEHHO C OITHOHAMN, TPAOK




HHCKATa e(EeKTHBHA /1033, 2 IPOABIDKITEIHOCTTA Ha JIYEHHETO TPpibEa fia 6bIe BEIMOXKHO Half-KpaTka
(BX. CHIO CTAHAAPTHHTE PENIOPBKY 32 JO3HPaHe B TOUKA 4.2).

TTaimenTire Tpa6ba na ce NpocaensIBaT BHHMATE/THO 32 NPH3HALH ¥ CHMITTOMH Ha PeCTIMpaTOpHa
Renpecus n ceaarma. B Tazu BpB3Ka, CHITHO ce mpenoph4ea ia ce HHGOPMHpAT NMALMEHTHTE U JIHIATA,
KOHTO C€ MPHIKAT 33 TAX (KBAETO © MPUIIONKHUMO), 33 [a Ca HAACHO C Te3H CHMITTOMH (BXK. TOUKa 4.5).

HurpamyckynsoTo npunoxenye (3a panuka T NEPOPATHO M HHTPABEHO3HO OPAICKEHUE) MOXKeE A
AoBeJie RO NMOBHIIABaHE Ha CEPYMHATa KpeaTHHHMH docoxHHAa3a ¢ MHKOBK HUBA MEXEY 12 U 24 vaca
cnea npuiokenneTo. Tosa TpaGea Aa ce uma nNpenBHA Npu JHpepeHHaNHATA IHATHO3a Ha ME(apKTa Ha
MHOKapZa.

Knonazenam Dnoenna cvOvpoica 6enzunog anxoxon (31 mg/1 mi).

HHTpaBeHO3HOTO MpHNOKEHNE Ha GEH3UIOB aNKOXO € GO CBLP3aHO CBC CEPHO3HH HEXENAHH
peakuMH 1 CMBPT NpH HOBOPOAeHH ("gasping syndrome™). MHHUMAaTHOTO KONHYECTBO GEH3MIOB
AIKOXOJT, NPH KOETO MOXXE a2 HACTBIH TOKCHYHOCT, HE € H3BECTHO.

TloBmnen prck, KOMTO ce IB/DKH HA KyMy/TMpaHE NIPH MKy Aena.

T'onemn o6emu TpaGBa Ja ce H3NON3BAT ¢ NOBHIICHO BHUMAHKE H CAMO IIPH HEOGXOAMMOCT, 0cOBEH0
TIPH NALHERTH ¢ 9ePHOAPOOHO WK 6h6peyHO yBpeKAaHe MOPaan PUCK OT KyMYIHPAHE H TOKCHIHOCT
(meTabonuTHa aumMno3a).

Knonasenam @aoerna cvovporca emunog anxoxon— 158 mg B 1 ml, xoeto e exsusaneHTHO Ha 4 ml 6wupa
wiH 1,6 mi Buuo.

EI(HOBPBMCHHDTO NIPWIGKCHHE C JICKApCTBa, ChALPKALNM HATID. IIPONMIEH CNHUKON HIH €TAHON MOXKE Aa
AOBEHAC RO HATPYIIBAHE HA €TaHO H Ja IIPEAW3BHKA HEXKEJIAaHH ecbelcm, ocobeno IIPpH MAJIKH JOella ¢
HHCBK HNTH HENOPA3BHT MeTaGoNHTeH KarnauHTeT.

T kaTo TOBa NekapcTBO OGHKHOBEHO Ce aBa GABHO B IPOXBIDKEHHE Ha 24 yaca, edeKTHTe Ha
anKoXona Morar Aa GbAAT HAMaREHH.

4.5 BsammonelicTBRE ¢ APYTH JCKAPCTBEHH NPOIYKTH B APYrd (OPMA Ha B3aMMOAeHCTBRE

Knonasemnam Moxe fia ce npunara ¢ HOBPEMEHHO C 6HO WITH TIOREHE AHTHENAICIITHHHH JISKAPCTBA.
JlobaBAneTo Ha ROIBLIHHTENHO IEKAPCTBO KBM CXEMATa 3a JIEHeHHE Ha TIALMEHTA TPAOBA 1A BINOURA
BHHMATENHA OLCHKA Ha OTTOBOpPA Ha JICUCHHETO, Thi KaTo € MOo-BePOATHO Ja CE TIOABAT HE)KeJIaH
PeAKIHH KaTo ceRauns i anarud. B TakuBa cilywad 103aTa Ka BCEKH OT JISKAPCTBEHHTE NPOAYKTH TpaGBa
Ha Gb/ie KOPHTHpPAHa, 33 /ia Ce NOCTHTHE OIITHMATTHHSA KE/aH edekT.

EnroBpeMeHHOTO Nevienne ¢ GeHHTORH WM IPHMIOH MOXE /2 IPOMEHH (06 HKHOBEHO YBENHYaBa)
CepyMHATA KOHLEHTPALHA Ha TE3H IBE BEIICCTER.

DaApMAKOKUHEMUYHY eKAPCMBERU 83aUMOdeticCeus

Ilpn KoMOGHHHpaHO NeueHye, AHTHEUIEIITHYHWTE ieKapcTea (enuTouH, heHoGap6uran, KapBaMazenun
¥ BAJMIPOAT MOTaT Ad NOBHILAT KIHPHHCA HA K/IOHA3EIAM, KATO 110 TO3H HAYHH HAMAIABAT HETOBHTE
TUIa3MEHH KOHLIEHTPALHH.

Cam no cefe cu KIOHaseNaM He HHAYLUMPA SH3UMUTE, OTTOBOPHH 32 COBCTBEHNA My MeTaboNI3EM,

CenexTHBHHTE MHXHGUTOPA Ha OGPATHOTO 3aXBAIIAHE HA CEPOTOHHHA CEPTPAIHH H (ITYOKCETHH He
NOBMABAT (papMaKOKMHETHKATA Ha KIIOHAIENaM, KOTaTo ce TIPHAAraT eJHOBPEME

DPAPMAKOOURGMULHY NEKAPCMBEHU BIAUMOOCTCIBUS
KomOHHalLHATa Ha KIOHA3ENAM C BAIIPOEBA KHCEHHA MOXKE FIOHAKOTA X2
mal).



EnHOBpEMEHHOTO NPHIOKEHME Ha KI0Ha3€NaM ¢ BCHYKH OSHTPaIHO AcCTRaluy XeMnpecanTil MOXe Ja
NPENH3IBHKA 3aCHICHH S(EKTH BBPXY CelaluATa, IMIIaHeTO H XeMOAHHAMHKATA.

AsxoxoirsT Tpa6Ba a ce H304rBa NpH NMAIMEHTH, NPHEMAIIH KIOHa3enaM (BxK. Touka 4.4).

Biokte Touka 4.9 , Jlpesozupane” 3a npeaynpexaeHna npu ynorpeGa Ha npyru nenpecanTu Ha IIHC,
BKJIIOYHTEIHO AJTKOXOJ.

ITpn komMOuHHpana Tepanus ¢ nenpecantd Ha LIHC, nosata Ha BceKH OT JICKapCTBEHHTE NIPOAYKTH
TpAGBa Ka ce KOPHTHPA, 3a JIa C& MOCTHTHE ONITHMAIEH e()eKT.

Onuamu

EnnospemennaTa ynotpeda Ha ceJaTHBHH NIeKapceTsa Kato GeH30AMA3eNHHK KITH CPOHE JIEKAPCTRa,
KATO KIIOHASENAM, C ONTHOH/IH YBe/IHYaBa PHCKa OT CEAAIHA, PECUPATOPHa AelpecHs, KoMa i CMBpPT
nopany aguTHBHHA edexT Ha notuckane Ha LIHC. Jlo3upOBKATA M [IPOILIKHTENHOCTTa HA
eHoBpeMeHHaTa ynioTpeba Tpabea na Gpaat orpannyen (Bx. Touka 4.4),

46 Peprunuter, GpeMEHHOCT B KbpMeHe

O6my pHcKOBe, CBHPIAHH C AHTHEITHISITTHYHHUTE JEKAPCTRA
Kenu ¢ nereponen noTeHIHan TpaGBa Aa Ce KOHCYJITHPAT ChC CTIELHATHCT. AKO XeHa IUIAHUpA A2

3a0peMeHee € HeoOXOoIMMO J1a ce NpeoleHH HeoOXoMMMOCTTA # 0T aHTHENWIeTTHYHO Nedenue. Tlopann
BE3MOXKHA I0ABa Ha NPHNATBIH, KOWTO GMXa MOIIH Aa HMAT CePHO3HH MOCIERHIIH 34 JKeHATa,
6pemennocTTa M HeposieHoTo Gefe, TpaGra fa ce H3GATBA PASKOTO CIIHPAHE HA AHTHENHICTITHYHATA

Teparnms.

PrcksT 0T BponenH Mandopmanmu ce yrennyasa 2-3 TbTH IpH Aeila Ha MalKH, IEKyBaHH C
aHTHENMMNIENTHYHH JIEXaPCTBA N0 BpeMe Ha OpeMeHHOCT B CpPaBHEHUE ¢ OYaKBaHaTa 4YecToTa B ofmara
nomyaanys, KoaTo € okono 3%. Haif-uecto crobmasaunre MandopMaliHi BKIZOYBAT LETHATA YCTHA,
ChpAEYHO-CHA0BH MaldopMaLuK K AedeXTH Ha HeBparHaTa Tpbla.

JleueHueTo ¢ kOMOHHALMA OT aHTHEMIIENTHYHH JIEKapCTBa € CBBP3aHO C [0-BHCOK PHCK OT BPOACHH
MandopMAaIHH, OTKOIKOTO MOHOTEPAIMATA H 3aTOBA MOHOTEPANIAATA TpAGBA Ja ce M3MOM3Ba BHHATH,
KOTATO € Bh3MOXHO.

Bpemennocm

KnoHazernam

PeaynraTare OT NpeIKITHHUYHKTE IPOYYBAHHA MOKA3BAT, Ue HE MOXKE [ C€ H3KAKOYH BBIMOKHOCTTR

KJIOHa3¢MaM Jia IPeIH3BHKBA BPOAeHHN Mandopmaiy, EnHaeMuonorHuHHTe OLIEHKH TIOKA3BAT, Y€ HMA

IaHHH, Ye AHTHKOHBYACHBHHTE JICKAPCTBA ACHCTBAT TEpaTOTeHHO. BBNpeku Tora e TpyaHO A4 ce

OTIpEZICNTH OT MyOIHKYBaHHTE EMHAEMHONIOrHYMHM OKIANH KOH JIEKAPCTBa KWIH KOMOHHALMH OT

NieKapcTBa NMPHYMHABAT NedieKTH B HOBOPOAEHOTO. B1baMOXKHO € H APYTH (aKTOpH, HAnp. FEHeTHYHH KK

CaMOTO EIMTENITHYHO CECTOAHME, 1a MMAT NMO-CHUIECTBEHA PO/ OT JIeKapcTBeHaTa TEpaiA 34

¢opmupanero Ha sponenn Aedext. Ipu Te3n obcToATeNCTRA KNOHA3eMaM Tpa6Ba a ce mpuiara npu
GpeMEHHHM JKEHN CaMO aKO NOTEHLHANHATE [0/131 32 MalikaTa HaJIBUILABAT PHCKA 34 IUIOJA.

Ilo Bpeme Ha GPEMEHHOCT KIIOHA3CAM MOXKE 1A Ce IPHIara eAAMHCTBEHO IIPH Ge3CIOpHE HHIMKAIIHH.
TIpunoxenreTo Ha BHCOKH 1034 Npe3 NOCISAHAS TPHMECTEP Ha GPEMEHHOCTTA WM 1O BpeMe Ha
pKAAHE MOXE 1a NPeH3BHKA HApYIIEHH B CbPJCYHHA PHTBEM HA HEPOACHOTO AETE H XUMOTEPMHS,
XHIOTOHMA, JieKa GopMa Ha PeCHPATOpHA ANpecHs H He3aJOBOTHTENHO XPAHEHE HA HOBOPOAEHOTO.
Tpabpa na ce umMa npeaBHA, Ye KAKTO caMaTa GpeMeHHOCT TaKa H PASKOTO MPEKLCBAHE HA JEYEHHETO,
MOTAT Jia IPHIHHAT 000CTPAHE Ha eIANIENCHATA. ey

Kvpmene

He3saBHcHMO ue KAIOHa3CNaM MPEMHHABA B KbPMATA CAMO B MAJIKH KOJIHYE
NieveHHe C TOBa JIEKapCTBO, He TpAOBa Ja KLPMAT. AKo ca Hammile 6e3cropy
NPHIOKEHHETO HA KIIOHA3€ENaM, KbpMeHeTO TpsOBa a ce NpeyCTaHoBu.




4.7 Edexrm pppxy cnocofuocTTa 3a modupane n pabora ¢ MAMERRA

Jopk ako ce npuema ChIIAaCHO YKA3aHUATA, KIOHA3ENAM MOXe fa 3a0asH peakiuMTe A0 TAKaBa CTETCH,
9e [1a OBJIMAE Ha CTIOCOBHOCTTA 3a modupane wik paGora ¢ MalHHH. To3u HexxenaH edekT ce ycunsa
TipH ynotpeGa Ha anKoXoJI.

Eto 3amo mogupaHeTo, paGoTa ¢ MAIMHK ¥ APYrd onacHH nefiHocT TpAGBA KaTo U0 na ce H3barsar,
ocofieHo B ITbPBUTE HAKOMKO JHH Ciiell 3aMI04BaHe Ha ieueHueTo. Pemennero Tpabea na 6vae B3eTo ot
JIEKYBAIIHS JIEKAp H Ja ce OCHOBaBa HA HHAWBHIYAJIHOTO NIOBNHABAHE HA NALMEHTA OT JICYCHHETO H
H3MON3BaHATA JI03UpOBKa (BXK. TouKa 4.8).

4.8 Hexenann exapcTBeHH peaknaH
Hexenann peaknuH, Ba6101aBaHE B KIREHYHH OPOYIBAHHA

Hanuqecro pazcmpoiicmso

JannnTe, nomyuenn ot 3 nmnauebo-KOHTPONMpAHH KITHHUYHH H3MUTBAHKA, BIUTIOYBAIM 006wwo 477
HAIMEHTH, JICKYBaHK ¢ AKTHBHOTO BEIECTBO, ca 0606uenn B rabmuiiata no-gomy (Tabnuua 1).
TabnHuaTa BRTIOUBA HeXEIAaHN PeakifHH, HACTHITBALN NPH > 5% OT NALHMEHTHTE OT NOHE efiHA rPyTIa,
KBM KOATO € NPHIaraHo aKTHBHOTO BEIIECTBO.

Tabnuna 1 Hexenanu peaxnns, HacTbOBamHA npH > 5% o1 nan#esTHTE HA NOHE €AHA IPyna,
JIEKYBAHH ¢ AKTHBHOTO BEIIECTBO

HexelaRH peaknas Hnaunebo 1a0<2 2p0<3 >3 mg/nneBno
(%) mg/AHeBHO mg/AHeBHO (%)
(n=294) (%) (%) (n =235)
(n=129) (n=113)

CBHIHBOCT 15,6 42,6 58,4 54,9
ATtakcas 0,3 0,8 4,4 8,1
HapyiieHo paBHOBeCHe 0,7 0.8 4,4 7,2

Tapene 5.8 10,1 9,7 6.8
Hapymena xoopauaauna | 0,3 3,1 4,4 6,0

UyBCcTBO H2 3aMaAHOCT 1,0 1,6 6,2 4,7
CHHY3HT 3.7 3,1 8.0 4,3
Hapymena xounentpaias | 0,3 2.3 53 3.8

Hexenans peaKn#d 0T HOCTMAPKeTHHTOBHTE AOKIANH

Hapywenun na umynnama cucmema

Crobinasa ce 3a aneprudHy peaxuuy B MHEOTO PSIKK CTyvan Ha aHa(uIakcHA NpH GeH30/[Ha3CIIHAH.

Hcuxwunu napywenun

Habmogapauy ca HapylleHa KOHLeHTpalus, 6e3rmoKoHcTBo, 00BPKAHOCT, AE3OPHEHTALIMA.

HPH NaUHEHTH, ICKYBAHH ¢ KJIOHA3€C1aM MOX(E a CC [TOABH ACTIPECHA, HO T4 MOXKe Ja C€ IBbJIKH ¥ Ha

OCHOBHOTO 3a00NABaHe.

B peaxu ciiyuau Moke Aa HaCTHIH 3ary6a Ha mbHpo.
3aBHCHMOCT M CHMITFOMH Ha OTHEMaHe (BX. TovKa 4.4).




Hapywenun ua nepenama cucmema

CermHBocT, 3a6aBeHa peakiis, MyCKyJIHA XHITOTOHMA, 3aMasHOCT, aTakcus (BXK. Touka 4.4).
B penxu ciyqau e nabmozgaeano rnapoGonue.

MHoro paaxo ca HabmoaaBanu repuoBe.

Morat na BE3HEKHAT OGPATHMH HAPYIIEHHA KATO AM3APTPHS, HAMATEHA KOOPAHWHAIMA Ha JBHKCHHATA H
HapyUICHHE HA MOXOOKATa (ATAKCHA) H HHCTATEM, OCODEHO ITPH NPOABJUKHTENHO JIEYEHHE HITH JISYeHHE C
BHCOKH 71034 {BXK, To9Ka 4.4).

Tlpx m3non3pane Ha GeH30AHAICITHAY B TEPaNeBTHIHH [I03M MOYe J1a BH3HHKHE AHTCPOrpajiia aMHe3|s,
KaTQ PHCKBT HapacTsa NpH [O-BUCOKH JI03H. AMHECTHUHHTE edexTH Morat na GbAaT CBBP3aHH C
HEeaACKBaTHO NOBEAEHKE (BK. TO9KA 4.4).

ITpH koM GOPMH Ha ETIHIETICHS € BB3MOKHO YBE/IMYABAHE HA YECTOTATA HA I'bPUOBETE NpH
IPORB/DKHTENHO JIedeHHe (BX. Touka 4.4).

Hapywenus na ovume

Morat A2 BE3HMKHAT O0pPaTHMH HapyILeHHS Ha 3PEHHETO (JMILIONHMA), 0CO6EHO TIPH MPOTBLKHTEHO
JICYCHHE HIH JIEUCHHE ¢ BHCOKH A03H (BX. ToUKa 4.4).

YecTH: HHCTarEM

Cwpoeunu napywenus
Crobiwasa ce 3a CHpAEYHA HEAOCTATHYHOCT, BIAIOMHTENHO CHP/IEUEH apect.

Pecnupamopry, 2peOnu u MeOUACHTUNHANHU HAPYUERUA
Moske 1a KacTBENM pecnUpaTOpPHA Aenpechs, 0coGEHO NPH HHTPARCHO3HO NPHIOKEHHE Ha KIIOHA3ETIaM
(px. TouKa 4.4).

Cmomauno-upeenu napyuenus
B peaxu cyyau ca A0KIa/IBAHH CIEJHATE HEXENaHH PEAKLMK: FAZICHE H SITHTACTPAIHH CHMIITOMH.

Hapywenus na xoscama u nodxoscnama mokan
B penxy cyuau Morar 5a BH3HHKHAT ClieHHTe ReXeNaHH PEAKIHH: YPTHKApHA, Chpbex, oGpHs,
TIPEXOZEH KOCONaJ, MPOMEHH B NMTMEHTALINATA,

Hapywenun na Myckyano-cxelemnama cucmema u CeOUHUMERNama mokar
Myckynna cnaGocr (BX. Touka 4.4),

Hapywenus na 6v6peyume u nuxovnume nomya
B penku ciyyau moxe a ce HabmoaaEa HHKOHTHHEHIMA HA YPHHA.

Hapywenus na sv3npouseodumennama cucmema u zppdama
B pepmku crydan Moxe fia ce HabnoaBa epeKTHIIHA IUCYHKITHS.

Obwu napyuenus u echexmu na MiACMOmo Ha NPURoONCeHue
Hatomenue (yMopseMocT, anartus) (k. Touka 4.4).

Hapanusganus, ompassanus u YCROJCHEHUR, GLIHUKHATU 8 DEIYAMAm HA UHMEPBERYUU

HUma chobmennd 3a nananus v GpakTypu npu TMlA, KOWTO NpueMar GeHzoAuasenHH. PHcksT ce
NOBHINABA NPH MAUMEHTH, NPHEMAIIH AHOBPEMEHHO CEAATHBH (BIIIFOYHTEITHO ANKOXOMHH HAMUTKH) H
NpH NAUHEHTH B CTap4ecka Bb3pact.

Hscnedeanus
B peaxu cirygan Moxe ja ce Habniogasa TpoMGOLHTONEHHA.

Ile HYHZ IOIYJT
Hapywenus na endoxpunnama cucmema




Crobmasa ce 3a M3IONMpaHM CITy9aH Ha 0DPaTHMO Pa3BHTHE HA NPEXAESBPEMEHHH BTOPHYHH MOJIOBH
XapAKTEPHCTHKM NPH Jielia (HebieH npexaespeMeren mybeprer).

Pecnupamopnu, 2poOnu u MeOUGCMURATHY RADYWEHUR
Tosrmena cexpeuss Ha COHKA H GPOHXHANCH CEKPET NPH KbPMaveTa H MAITKH Jelia (B, TOUKA 4.4),

Cy € HA MOAO3UPAHH HEKEIAHH

CrobimaBaneTo Ha MONO3HPAHH HEXEIAHM PEAKIHH Cliell paspelliaBaHe 3a ynoTpeGa Ha JIeKapCTBEHUA
NpOAYKT € BakHO. TOBa No3BONIABA 12 MPOXBIIKH HAGTIONCHHETO HA CHOTHOLIEHHETO MON3a/PHCK 32
NCKAPCTBEHHS NPOAYKT. OT MEAMITMHCKHTE CTICLMATHCTH & H3HCKBA A4 CHoOIWAaBaT BCAKA FOA03MpPaHa
He}XeNaHa PeakiiMa uUpe3 HaHOHAHATA CICTEMA 3a chobuapane:

H3mbiIHWTEHA areHOHA MO JIEKapcTBaTa

yn. ..Jlamsn I'pyen” Ne 8, 1303 Codus

Ten.: +35 928903417

yeGcaitr: www.bda.bg

4.9 Ilpenozmpane

Cumnnomu

BensonuasenuunTe 0GMKHOBEHO NIPHYMHABAT CHHJINBOCT, ATAKCHA, JU3APTPHA H HHCTATEM.
Hpenosupanero 1a KioHa3eNaM PAAKO € KHBOTOACTPAINABALIC, AKO IEKAPCTBOTO CE MIPHEMa
CaMOCTOATENHO, HO MOXE /1a A0BeAe 10 apediIeKcHs, alHed, XHITOTOHHS, KapAHO-PECITHPATOPHA
ZienpecHs H KOMa. AKO BE3HMKHE KOMa, T4 OOHKHOBEHO NPOAB/DKABA HAKONKO Yaca, HO MOJKe J1a € f0-
TIPOJBJDKHTENHA H UMKIHYHA, 0cO0€HO NPH NAalMEHTH B cTap4ecka Be3pacT. [lotuckamure edexty Ha
GeH30MA3CITHHATE BBPXY AHIIAHETO €A NI0-CEPHOIHH NPH NALMEHTH ¢ PECTTHPATOPHH 3250/ ABAHMA.
Bersoauazenuuute noTeHuMpar edekrire Ha APYTH AETIPECAHTH Ha LICHTPANIHATA HEPBHA CHCTEMA,
BKJTFOMHMTENHO AfMKOXOJ,

Jeuenue

Heobxoanmo e a ce ClieasT )H3HEHHTE NOKa3aTe/H Ha TTALHEHTA H [1a CE B3EMAT HeoOXOoMEMHATE MepxH
B 3aBHCHMOCT OT KITHHHYHHKSA CTAaTyC Ha mauueHTAa. ITo-cnemmanio, NalHeHTHTS MOFaT 1a H3HCKBAT
CHMITTOMATHYHO JICYEHHE 32 KapAHO-pecHpaTOpHUTe edekTr M eeKTHTE BLPXY LEHTPAIHATA HEPBHA
CHCTEMa.

HBJ.IHGH'I'H'IB, KOMTO ¢a aCHMITEOMATHYHH A0 4-HA 4¥aC € Majiko BEPOATHO Na pasBHAT CHMIITOMH Ha
NpECRO3ApAHE. I[OH'BJIHZHTCHBH noaAbpikall Nperies MoxKe [a ce HarpaBpH Criopef KITHHHYHEA CTaTryc Ha
NalHeHTa,

Axo zenpecusra Ha ITHC e Teskka, Moxe na ce o6MuUCIH ynotpebara Ha haymMaseHIl, GeH30AHA3EIHHOB
4HTArOHHKCT, HO NPH YCJIOBHSA HA CTPOKTHO HabmonenHe. DITyMaseH HMa KPATHK NOIYKHBOT (OKOJO
€/IH Hac), OPa/H KOSTO MALMEHTHTE, HA KOHTO € TIPHIOKEH (ilyMaseHu, TpiOBa a e npocaeaBar
C/ei K3YEPIBAHE Ha HeroBHTE edexry. GymaseHw TpAGEa Aa ce U3MON3BA C MOBHIICHO BHAMAHHE MPH
CAHOBPEMCHHO NPHJIOXEHHE Ha JICKaPCTBA, KOMTO HAMANABAT FEPUOBHA TIpar (HAPHMEp TPHLIAKIHIHM
aHTHACNPecanTH). Nombmurenyua uHdopmaipis 3a npaBnmHaTa ynorpe6a Ha GyMascHun e
npeaocTageHa B Kparkure XapakTepHCTHKH Ha APOAYKTHTE, ChABPKAIIH (GIyMascHHIL.

Brumanue
Ben3oaRa’enHHOBHAT AHTArOHHCT QUIYM23CHA He € NOKA3aH OpR DANEEHTH ¢ SNHIeNCHs,
noTy9aBamn GeA3oqHAIENHEA, AHTANOHH3MDLT Ha Gen3onRaA3eNHHOBRS eexT npu TAKHBA
DANHEHTH MOXKe Aa HIPOBOKHUPA NPEOANLIH, ‘

5. ®APMAKOJOTIHYHH CBOHCTBA

5.1 ®apmakogaEaMEYNH cBolicTBa




(DapMaKoTepaneBTHUHA rpyna: AHTHENWISITTHYHA nexapcTsa, 6eH30IHACIHHOBKH NPOH3BONNH,
ATC xon: NOZAEO!

KioHasenam zemoncTpHpa hapMakomOrHyHu CBOHCTBA, XAPAKTEPHH 33 GEH30MHA3ENNHATE H
BIIIOYBAlH aHTHKOHBY/ICUBHO, CeATHRHO, MHOPENAKCHPANIO H aHKCKONHTHYHO selicteue, KaxTo | npu
ApyraTe GeH30aMa3eIMHK & CMATA, Ue Te3H eeKTH Ce MEJMHPAT TIABHO OT NPEACHHATTHIHO K
nocreHHanTHYHO GABA-Menunpano HHXHOHpaHe, BBIPEKH Y¢ MMa JAHHY TIPH KHBOTHH, OKA3BAII| B
JOITB/IHMEKE eeKT Ha KIOHA3eaM BEPXY cepoTOHHHA. JIaHHHTE OT HHBOTHM H
enexTpoeHuedanorpadcxirre npoyuBaHNA NpH Xopa NOKA3BAT, de KIOHA3EaM GHP30 IOTHCKA MHOTO
BH/I0BE NAPOKCHSMATHA AKTHBHOCT, BKI/IIOMHTENHO KOMIUICKCHTE OCTpUe-BhIHA NIpH abcakcu (petit mal),
KOMIUICKCHT® OCTpHe-GaBHa BIIIHA, FeHEPAN3HPaHH KOMIUICKCH OCTPHE-BhiIHA, OCTPHA ¢ TEMIIOPAIHA K
Apyra JOKaLMA, KAXTO ¥ HEMPABIWIHHTE OCTPHA H BBIIHH,

lenepamusupanue mpomenn B EET ce noTuckar ot kioHasemiam no-ao6pe B cpaBHeHHe ¢ dokanHHTE
aHOMaHH, CriopeAt Te3H AaHHHM KIOHa3enaM uMa GaronpHaTeH ebekT NPy rexepainsApaHa H GokatHa
CIHIIETICHA,

52 PapmaxokHueTHYHH CBOliCTBA

AGcopbuns

Crten MHTpaMyCKyJTHO IIpHIIOKeHHE, Trax € MPHOMMIMTENHO 3 yaca M GHoHANHYHOCTTA € 93%. TToHsKora,
Clless MHTPAaMYCKYJTHO NpHIoXkeHHe ce Habmoznapa HepaeHoMepHOCT B aGcopGumaTa Ha Kionaszenam.
IInasmeHnTe KOHLIEHTPALIMM HA KIOHA3ENaM, KOHTO TIOCTHTaT ONTHMANEK e(eKT ca mexay 20 1 70 ng/ml
(cpeano 55 ng/ml).

T'paniyHaTa n1a3MeRa KOHIEHTPALKMA HA KJIOHA3eNaM [PH MAMEHTH ¢ IAHKYECKO Pa3cTPOCTBO &
npubmsurenso 17 ng/ml.

Paanpenenenne
Knorasenam ce paznpenens MHOTO 61p30 KBM pasiHuHH OPraHi M THKAHH Ha TAIIOTO C npedepeHIHATHO

3axXBalllaAHE OT MO3BYHHMTE CTPYKTYPH. [TomyxusorsT Ha pasnpeneneHue e npubnusurenso 0,5-1,0 gac.
CpezpmaT 06eM Ha pasnpejenieHHe Ha KIOHA3eNaM C¢ OLEHABA Ha OKOMO 3 I/kg. Cpbp3aBaHeTo HA
KJIOHA3EMIaM € IUIAa3MEHNTe NpoTeHHy ¢ 82-86%.

brorpancdopm:

BrotpascdopmaiyaTa Ha KIOHA3ETIAM BIUTIOYBA OKHCIIHTENHO XHAPOKCHIHpaHe B C3 Mo3HIs 1
PeAYKIHA Ha 7-HHTPO rpynarta ¢ obpasyBate Ha 7-AMHHO WIH 7-aLETHI-aMHHO CheHHEHHA.
Yeproapobumsar waToXpoM P-450 3A4 ¢ BITIIOUEH B HUTPOPEAYKIMATA Ha KJIOHA3enaM A0
¢apmakonoruHo HeaKTHBHH MeTaGonuTR. OCHOBHHAT METaGONHT € 7-AMHHO-KIIOHA3ENaM, KOMTO
TIOKa3Ba CaMO MaNka AHTHKOHBYJICHBHA aKTHBHOCT B Npoy4sanuATa. HaenTuduumpany ca uerapn
JOITHIHHTCIHH BTOPHYHH MeTabonHTa,

Enumunupane

CpeaHRAT enMMUHAIIHOREH NOMYXNnBoT ¢ 30-40 waca. KnuprHerT e 55 mi/min. Kunernxara na
C/IHMHHHpaHE MPH Aeua € nofo6Ha Ha Habmo#aBaHaTa IpH BB3PaCTHH.

50-70% ot ofuraTa paHOAKTHBHOCT HA PAAMOMAPKHPAHA MIEPOPAIHA 032 KIOHA3ENAM Ce €KCKPETHpa B
ypunata 1 10-30% peB deneca, NOYTH HIKMOYHTENHO NOA GOpMaTa Ha CBOSOIHH HWIH KOHIOTHPAHK
MeTabormuTi. [To-Manko oT 2% HenpoMeHeH KIOHa3eNaM ce NOSBARA B YpHHATa. MeTabommTiTe
NPHCBHCTBAT B YPHHATA KAKTO KaTO CBOGOLHH, TAKS H KATO KOHIOTHPAaHH (IJHOKYPOHHAHH H CyadaTHH)
CHeHHEHHY,

PapMakOKHHEETHKA OPH CICOHAINE KIHREYHEA NOWYJANHE

1layuenmu c 6ebpeuna nedocmamuvunocm
Bx6peuno 3a6onasane He NOBAHARA APMAKOKHHETHKATA HA KIOHa3enam. i
KpUTEPHH HE Ce H3HCKBA KOPHIHpPAHE HA 03aTa NPH NauMeHTH ¢ 60peuns
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Ilayuenmu ¢ weprodpobua nedocmamyynocm
Biusruero Ha wepHoapo6HOTO yBpexaaHe BBpPXY (apMaKOKMHETHKATA Ha KIIOHA3€TaM He e Npoy4eHo.

Cmapuecka evapacm
DapMaKOKHHETWKATA Ha KJIOHA3eNaM MPH NALKEHTH B CTap4ecka Bb3PacT HE € YCTaHOBEHA.

Hosopooenu
ENMMMHAIOHHMST NIOJTYHBOT B CTOMHOCTHTE Ha KIHPBHCA NPH HOBOPOJEHH Ca OT CBIIHA NOPAIBK,
K4KTO NPH BE3PACTHHTE.

5.3 Ilpeaxausnuns jamen 3a Ge3onacHocT

Kapyunozennocm

He ca nposesxnann AByrouwEy npoy«eanus 3a KapUHHOr¢HeH NoTeHUHAnN ¢ KioHazenaM. B 18-
MECEHO KIMHHTHO NPOY4BaHe NPH IUTBXOBE HE Ca HaGMIOAABAHH CBBHP3aHM C JIEYEHHETO
XHCTOTIATONOrHYHH NPOMEHH B PAMKHTE Ha Hali-BHCOKATR H3CIEABaHA A03a oT 300 mg/kg/neH.

Mymazenrnocm
TecToBeTE 38 FEHOTOKCHYHOCT NPH H3MON3BAHE Ha OaKTepHaITHI CHCTEMH C in Vifro WK C MeAuHpaHa oT
TpHEMHHKA METaGORHTHA AKTHBALMA HE NOKA3BAT FEHOTOKCHYHA AKTHBHOCT 33 KIOHAISMAM.

Penpodyxmuena moxcuurocm

IpoyusannsTa 3a olerka Ha (epTHHTeTa 1 O6UIATR PENpOAYKTHBHA CIIOCOGHOCT NPH IUTBXOBE
TMOKA3BAT HamaNgBake Ha 6pos Ha GPEMEHHOCTHTE M BIIONICHA NPEKHUBAEMOCT HA MOKOMEHHETO IIpHA AO3H
or 10 u 100 mg/kg/nen.

Tepamozennocm

He ca nabmoznasanm neGnaronpustay emGpuo-eransy wiv sacsramy Maiikara €(PEKTH IPH MUIIKH K
MITbXOBE CIE/| IEPOPATHO NPHICKEHUE HA KIOHA3ETIAM B IEPHOAA HA OPTraHOTeHE3a B IO3H CHOTBETHO 20
i 40 mg/kg/nen.

IIpH HAKONKO POYUBAHKS NPH 3afIM CEH JO3H KIoHA3ENaM 10 20 mg/kg/nen ce Habmonara HHcka,
AO30-HE3ABHCHMA HECTOTA HA ERHOTHITHA Man(hopMalH (HecpacTHao HeGue, MandopManys Ha
KJICNavuTe, CpacTBaHe Ha CTCPHANIHHTE CErMeHTH, AedheKTH Ha KpaiiHHIuTe) (BXK. TOuKa 4.6),

6. PAPMANEBTHYHHU JAHHM
6.1 CuEcLK HA DOMOIIHATE BemNecTBA

Beapoaen etnnos ankoxon
Benswiop ankoxon
Jlenena otieTHa KucenuHa
[MponuseHrmHKon

6.2 HecsBMecTHMOCTH
He npurotasiire pasreop na Knonaserm ®noenia 3a HHQY3UH C pasTBOp HA HaTpueR GukapGoHar.

He cuxpanssaiire pastsopa 8 PVC cakoBe, akTHEHOTO BEIIECTBO KIOHABENAM Ce a6copbupa or PVC
(Bx. Touka 4.2 1 6.6).

6.3 Cpok ma roamocr

Pa3Tpop B amimysa, NIPEAN OTBAPAHE

3 roauHu
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€, RHE HA JIaTa

PazTBOopH Ha nexapcTBennsa npoaykt Knonazenam ®noenna 1 mg/ml mokekumonen/mudysHoHeH
pPasTBOp, NPHIOTBEHH 33 HHTPAMYCKYJIHO H HHTPABEHO3HO HIDKEKTHPAHE BbB BOJA 33 HIDKEKIMH
(xorueHTpaiua 0,5 mg/ml) w 3a uHTpaBeHO3HA HHOY3MA B 0,9% pasTBOp Ha HatpHes xiopng, 0,45%
pasTBOp Ha HaTpues Xaopuy + 2,5% pazTBop Ha rmMoOKo3a, 5% pa3TROp Ha rmoko3a 1 10% pasTeop Ha
rmoko3a (xouuenTpaigas (0,012 mg/ml), cexpaHasany 24 yaca npu craiina Temneparypa (25 + 2°C),
KAKTO M B XnaiunHuk (2 - 8°C), oTroBap4T Ha CTAHAAPTHHTE H3MCKBAHUA 33 KAYECTBO 34 CTEPHIIHOCT H
GaxTepHAIHH €HIOTOKCHHH 33 NAPEHTEPAIHH MPEMApaTH, HO BCe MAK TE3H pasTsopu Tpabea Na ce
TIPYIATAT BEIHATA CJIeA TIPUTOTBAHETO UM.

6.4 CoensanHE YCI0OBHS HA ChXpaHeHHe

Ja ce crxpanssa noa 25°C. CuxpanspaiiTe aMIy/IuTe B OPHTHHAIHATA ONAKOBKA, 3a /4 ¢ MPEATA3H OT
CBETNHHA. 3a YC/IOBHATA HA ChXPaHEHHE Clie]] pa3TBapAHe Ha NEKAPCTBEHH MPOAYKT BHATE TOUKa 6.3,

6.5 Buax B chABDKANHE HA ONAKOBKATA

Amnynd or 2 ml, HanpaseHH ot 6e31BETHO CTHKIIO ¢ BHCOKA XMIPOHTHYHA YCTolynpocT (THn I) B

KApTOHEHATa KyTHI.
10 amrryns no 1 ml.

6.6 CoenmaaBE Hpexna3HH MEPKH NPH HIXBLPASHE B pabora

Bcska noTeHUMANHA IPOMAHA B IIBETA HA PaSTBOPHTE 32 MIDKEKTHPAHE H HHTPABEHO3HA HHGy3Ha Ha
neKkapcTBeHHA NpoxyxT Kionasenam ®noenna 1 mg/ml mmxexunonen/nHgy3nOHeH pasTeop, He OKa3Ba
BIIMAHME BHPXY AKTMBHOCTTA WM CBOMCTBATA HA POAYKTA.

He ce mpenopsusa ynotpe6ata Ha onakoBXH 2a HHYIHOHHH TETHOCTH M MHGY3HOHHH cHcteMH OoT PVC
32 NPHrOTBAHE Ha PA3TBOPH Ha JleKapcTBeHHs mpoaykr Kinonaszenam ®noenna 1 mg/ml
MHXCKIMOHEH/HH(pY3HOHEH PasTBOP NOpajy 3HAYHTETHOTO HAMANABAHE HA CHALPKAHHETO HA
KJIOHAIENaM B MPOIECa Ha chXpaHeHHe. PasTeopr Ha nekapcreeHna nmpoaykt Knonazenam ®noenna 1
mg/ml urbkexmonHen/nudy3nonen pazteop B 0,9% pazreop Ha HaTpues xaopua, 0,45% pasreop Ha
HaTpHeB Xnopua + 2,5% pa3Teop Ha rmoko3a, 5% pa3TBop Ha MoKo3a H 10% pasTBOp Ha rimoKO3a,
NpeIHA3HAYCHM 32 HHY3HA H ChXpaHABaAH NpPH CcTaliHa TeMneparypa (25 + 2°C) B ONakoBKH,
ceaspkamu PVC, tpabea ma ce m3nomear B paMkute Ha 1 wac nopaau 3aryGara Ha aKTHBHOTO
BEILECTBO B pe3ynTaT Ha aGcopOuma My ot PVC.

AKo He ¢ HeoOXO0THMO, He u3BwKAaiTe ammymnTe Knonazenam dnoenna or onakoBKaTa, KOATO
MpeAna3sa npoAyKTa oT CBET/IMHA.

HensnonspaHHAT feKapcTBEH NMPOAYKT HAM OTNIANBYHHTE MATEPHANM OT Hero TpA6GBa a ce M3XBHPAAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHUA.

7. IIPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
®noenna EOO/

*K.K. Xunoppyma 6n.114A, ex. T

1612 Codus, brarapna

8. HOMEP(A) HA PASPEHIEHHMETO 3A YIIOTPEBA

PerncTpanHOHEH HOMEp:
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9. JATA HA ITBPBO PA3PENIABAHE/TIOJHOBABAHE HA PAIPEIIEHHMETO 3A
YIIOTPEBA

Jlata Ha MLpBO paspelaBaHe:
JlaTa Ha moCAeHO NOXHOBABAHE:

10. JATA HA AKTYAJINZHUPAHE HA TEKCTA
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