KPATKA XAPAKTEPUCTHUKA HA INTPOAYKTA

Koemxa mpammmw Ha NPogyxkmd - MNpuao mnue !

1. HUME HA JJEKAPCTBEHMUS MPOAYKT [ i43ﬂleHHTEﬂHA AI'EHI.LHH it Jn:KAP(‘TBATA
Mupnazonam xameas | mg/ml urmkekimoHeH/HHQY3HOHEH Pa3TBOP thbm T ;:ZO ag (0 ZL/ / / y _z 1{ ,,5
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Midazolam hameln 1 mg/ml solution for injection/infusion

e

PaspeueHue Ne

MuzazonaM xaMesiH 2 mg/ml HHXeKIIMOHEH/MH(Y3HOHEH Pa3TBOP G/MA/ME - } ,?jf 7[ ___________________ ‘" .....
Midazolam hameln 2 mg/ml solution for injection/infusion l -

.....
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Mupaazonam xamenH 5 mg/ml urkekiiHoHeH/HH(PY3HOHEH pa3TBOp
Midazolam hameln 5 mg/ml solution for injection/infusion

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

1 ml Mupazonam xamend 1 mg/ml uHxekuMoHeH/MH(PY3HOHEH pasTBOP ChAbpKa:
Mpuazonam xuapoxiopua 1,11 mg, ekBuBaneHTHH Ha | mg Muasonam (midazolam).
Beaka amnyna/dnakon or 2 ml, 5 ml, 10 ml u 50 ml ceabpxa 2 mg, 5 mg, 10 mg u 50 mg Muaazonam.

| ml Mupnaszonam xamens 2 mg/ml uHxeKuHOHeH/ MHPY3HOHEH pa3TBOP ChAbpxKa:
Mua3onam XHAPOXJIopu 2,22 mg, eKBHBAICHTHH Ha 2 mg Muaasonam (midazolam).
Besika amnyna/duakon ot 5 ml, 25 ml u 50 ml csabpxka 10 mg, 50, 100 mg Muaazonam.

| ml Munazonam xamenH 5 mg/ml HHKEeKLMOHEH/HH(PY3HOHEH pa3TBOP ChAbpiKa:

Muazonam XHApoOXJIopHa 5,56 mg, eKBMBalIeHTHH Ha 5 mg Muaasonam (midazolam).

Besika amnyna ot 1 ml, 2 ml, 3 ml, S ml, 10 ml u 18 ml cbanpka 5 mg, 10 mg, 15 mg, 25 mg, 50 mg u
90 mg Muaazonam.

[ToMOILLIHO BELECTBO ¢ U3BECTHO JACHCTBHE:

To3u nekapcTBEH NMPOAYKT ChAbpXka no-manko or 1 mmol (23 mg) HaTpuii Ha ml, T.e., NPaAKTHYECKH HE
CbhbpyKa HaTPHH.

3a MBJIHHS CIHUCHK Ha MOMOILHUTE BelllecTBa BHXKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

UrxekLiHOHeH/MH(Y3HOHEH pa3TBOp.

JlekapCTBEHMAT MPOAYKT € OUCTHP H Oe3LBETEH Pa3TBOP.
pH 2,9 - 3,7

Ocmonanurer 275 — 305 mOsmol/kg

4. KJIMHHAYHUA JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

Mua3osiaM XxaMeJlH € CbHOTBOPHO JIEKAPCTBO C KPaTKO NIEHCTBUE, KOETO € MOKa3aHo:

e—
[lpu BB3pacTHH b R :*"’"’"'ff“_?"_ f’?{;;““i“;h

e CEIALMA TTPHU 3AIIABEHO CB3HAHHUE npeau v no BpemMe Ha JHArHOCT @ /ﬁngﬂ j*‘%? \

TeparneBTHYHH NPOLEYPH CbC WIH 0€3 JIOKAIIHA aHECTE3HA. B / .-5.,,: s :: \ 5“1 \\




e AHECTE3HA

- IlpeMenukalMa npean yBoj B aHECTE3HA,
- YBoa B aHecTe3uA,
. Karto ceparBeH KOMITOHEHT IMpU KOMOHHHPaHA AHECTE3HA.

o CEIAIIMA B MHTEH3UBHH OTAEJIEHHAL.

Iipn neua
o CEIJAIWMA INPH 3AIIABEHO CH3HAHUME npean B no BpeMe Ha AHATHOCTHYHH HWIH
TEpaneBTHYHH MPOLICAYPH CBC WIH 0€3 JIoKanHa aHeCTe3H .

o AHECTE3NA

- Ipemeauxauus npeay yBoA B aHECTE3MA.
e CEJALIUA B UHTEH3WBHU OTAEJIEHHAL.

4.2 [o3mpoBKA 1 HAYHH HA UPHIOKEHHE

Hoznponka
CTAHIAPTHA JO3HUPOBKA

MipazonaM € MOIWIHO CEAATHBHO JIEKAPCTBO, KOETO M3UCKBAa THUTIpHpaHe Ha f03aTa M 0aBHO
nmpunoxedne. THTPHPRHETO € CHIHO NPENOPBYMTENHO 38 O€30MacHO MoMyuaBaHe Ha JKEJAHOTO HHBO
HA CEJaLMA CTIOpe KIHHUYHATA HYX /2, PH3HYECKOTO CHCTOAHHE, BH3PACTTA H €JHOBPEMEHHO JICUCHHE
¢ ApyrH mpoxykTu. Ilpu BB3pacTHu Hax 60-roaMillHa Bh3pacT, H3TOLCHM WIH XPOHHHYHO OONHH
NAaLMEHTH M MeJMATPHYHH NaHEeHTH N03aTa Tpadsa fAa ce onpejacis BHHMATENHO, KATO ce B3eMar
MpeasuR PUCKOBHATE (PaKTOPH, CBBP3aHH C BCEKH OTAENEH MauMeHT. CTaHIapTHHTE JO3HPOBKH Ca
nameH B Tabaunara no-noiy. JOMWIHMTENHH MOAPOOHOCTH ca MAJACHH B TEKCTa e TabnHiara.

i o il —

IHokazanne Brn3pacTar <60 Bu3pacran = 60 Hena

rOHHH roAHHH / A3TOMIEHH

HJIH XPOHHIHO

__ - . {6onnm ; | - I
Cenmpane nipn | Lv. i.v. i.v. IpE oanaeaTH 6 Mecena -
3ana3eHo Hauanua no3a: 2-2,5 mg { Hauanna posa: 0,5-1 |5 roamnn
CBb3HAHHE Turpupane Ha no3ure: 1 { mg Hauvanna nosa: 0,05-0,1 mg/kg

mg TurpupaHe Ha O6ima no3a: <6 mg

Obwma ao3a: 3,5-7,5 mg | aosure: 0,5-1 mg i.v. Ipr nansenTH 6-12

Ob0wa no3a: <3,5 mg | roABRHH

Hauanna posa: (0,025-0,05
i mg/kg

O611a no3za: <10 mg
pexTado >6 mecena

0,3-0,5 mg/kg
i.v. 1-15 ronann
| ) | _10,05-0,15 me/kg |
AHecte3nd i.v. iLv. peKTaano >6 Mecena
[Tpemeaukaums | 1-2 mg OBTOPHO HauanHa nosa: 0,5 0,3-0,5 mg/kg
i.m. mg i.m. 1-15 roqnBen

0,07-0,1 mg/kg | 0,08-0,2 mg/kg




r baBHO NOCTEMEHHO
MOBHIIABAHE Ha
[03aTa Crope
Eiy*lll'l'?e
i.m.
0,025-0,05 mg/kg
AHECTE3HA [iv. o i.v.
Yson 0,15-0,2 mg/kg (0,3- 0,05-0,15
0,35 6e3 npemeauxaims) | mg/kg (0,15-0,3 bes
. _ ____|npemenukauus) L i
CenaTnBHa RA R
KOMIIOHEHTA MHTEPMUTEHTHH 1034 OT | [lo-HMckH no3u oT
npH 0,03-0,1 mg/kg umm NpeAOPbLUHTEIIHUTE
koMOMHHpaHa | HempexkhCHaTa HHY3HA |34 BE3pacTHH <60
aHeCTe3HA ot 0,03-0,1 mg/kg/h | roaMHK | _
Cenupase B iv. i.v. HoBOpoAeHH <32
HHTEH3HBHO Harosaprama go3za: 0,03-0,3 mg/kg ¢ reCTAHEOHHA CeIMHIH
OTAENIEHRE nopvimenus ot 1-2,5 mg 0,03 mg/kg/h
MMoxnspxkawa go3a: 0,03-0,2 mg/kg/h | i.v. in HoBOpOREHE >32
ceAMHDH H Jena Ao 6 Mecena
10,06 mg/kg/h
i.v. IpA NanHEeATH >6 Mecena
Harosappaiua gosa: 0,05-0,2
mg/kg
opabpxaia no3a: 0,06-0,12
R L. - _ img/kg/h
auMH Ha [PAWIOKEHHUE

JO3HUPOBKA IMTPHU CEIMPAHE CBHC 3ATTASEHO CB3HAHHE

3a ceMpaHe NpH 3aNa3eHo Ch3HAHKE NPeay MMarHOCTHIHA MR XHPYPrHiHa HHTEPBEHUIHA MH/1a301aM
ce Mpuiara HHTpaBeHosHo (i.v.). fosara TpabGea na ce crobpasu ¢ MHAMBHAYAJIHHTE HYXIH H Ja ce
TUTPHpa2, a He TpaGBa Ja ce mpuiara 4pe3 Obp3a Wik eaHokparHa Sonyc urdkekunsa. Havanorto Ha
CEAHPaHeTO MOXKE l1a BAPMPA MHAWBHIYATHO B 3aBHCHMOCT OT (PHIHUECKOTO CHCTOSHHE Ha NALUHCHTA H
0GCTOATEIICTBATA IIPH HO3HMPAHETO (KaTO HanpyuMep CKOPOCT Ha MPHIOKEHHE, KOJIHYECTBO Ha J03aTa).
AKO € HeoOXoauMO, MOTAaT na ce Mpwiarat nocieasaid 034 B 3aBHCHMOCT OT HHIUBHIYAIHUTC
HyxaH. Hauanoro Ha aelictBHe € OKONO 2 MHHYTH Clefl HHDKeKTHpaHeTo. MakcumaseH egekr ce
nocTHra 3a okoio 5 a0 10 MunyTH.

Bwipacmuu:
HIHTpaBeHO3HOTO MHXKEKTHpaHe Ha MHa3071aM TpAGBa fia ce npasy 6aBHO, CHC CKOPOCT NPUOITHIUTENHO

| mg 3a 30 cexyHaM.

Hpu evapacmuu nod 60 2odunu HavanHata Jo3a € 2 o 2,5 mg, npunoxena 5 a0 10 MunyTs npeau
HaYaJIOTO Ha mpoueaypata. IIpu HeoGXOAUMOCT MoXe J1a Ce IPHIOKAT AOITLAHHTENHH JO3H OT 1 mg.
VCTAHOBEHO €, ue cpeJHHTe oOlM A03H ca B rpaHuumTe oT 3, 5 o 7, 5 mg. Obwa n03a Haa 5 mg
OOMKHOBEHO He e HeoOxoauma.

Ipu ev3pacmuu nad 60 200unu, V3TOEHH WIK XPOHHYHO OOHY NAIMEHTH HAYAIHATA 1032 TPAOBa 14
ce vamamu go 0,5-1,0 mg u ga ce npwiokm 5-10 MHHYTH mpend HavaloTo Ha npouexypara. [lpu
HeOOXOAMMOCT MOXE Ja Ce NMPWIOXKAT AOIbaHMTENHA A03H oT 0,5 go 1 mg. b Kato npu
MALMEHTH MaKCHMAITHHAT e(heKT MoXe Ja C¢ JOCTHrHe NMo-0aBHO, NOIMWIHHTE/IHUTE I03H M
TpaGBa 1a ce THTPHPAT MHOTO 6aBHO H BHHMarTe/Ho. O61na 1032, Nno-BucoKa oT 3,5 mg, 00
e HeoDXoanma.




IHeouampuuna nonyaayun

HHTpaBeno3Ho NnpHaoxeHne: Muzazonam 1pabsa na ce THTpUpa GaBHO IO MOJTYYaBAHE HA JKE/IAHHA
knuHuueH edext. HauanHara 103a MMaasonam Tpa6Ba 1a ce npsiiara B MpoAb/DkeHHe Ha 2 10 3 MHHYTH.
TIOIMLTHHTENHO TPAOBA Aa Ce W34aKaT 2 0 5 MUHYTH, 33 /ia C& OLEHH HAITHIHO CEJATHBHHAT e(eKT
npeH HAYAI0TO HA NPOLEAYPATA WiIH NIPEAH N03aTa [a Ce NOBTOPH. AKO € HE0DXOIMMO NOMBJIHHTETHO
ceiupaHe, 103aTa MPOALDKABA Ja CE THTPHPA ¢ MANKH MOKAUBAHUA, IOKATO ¢ MOCTHIHE MOAXOAALLO
HHBO Ha ceaupaHe. KbpMadera u Majky JA€la NMOA 3-TOAMIIHA BH3PacT MOXE Jia C€ HYXAAAT OT
IHAUMTENTHO NO-BHCOKH A03K (mg/kg) B cpaBHEHME C NO-FOJICMHTE AELA ¥ IOHOLIHTE.

o [lenuaTpuyHH NALHEHTH NOA 6-MECEUHa BL3PACT: MEJHATPHUHMTE MALKECHTH NOA 6-MeceyHa
PB3PACT Ca 0COOEHO YAIBHMH NPH OOCTPYKUHA HA AMXATETHHTE MBTHILA H XHIIOBEHTH/IALHA.
[Mopaau TasH NPHYMEA NPHIATAHETO Ha CEAMpAaHE MPH 3ana3eHO Ch3HaHMe NpH jeua nox 6
Mecena He ce MpenopbYBa.

o [lenuaTpHuHM MALMEHTH MEXIY 6-MeceuHa W S-roAMILHA Bb3pacT: HauanHa Ao3a ot ,05 no
0,1 mg/kg. O6ma no3a 1o 0,6 mg/kg Moxe na € HeobX0AMMa 3a TOCTHIaHE HA XKENAHHS ePeKT,
HO T4 He TpabBa ga npesHiuasa 6 mg. Ilo-BHCOKHTE Z03M MOTaT Aa AOBEAAT JO YARDKCHA
cCelalia W PHCK OT XKHITOBEHTHU/ALIHA.

o [leauaTpuuHH nalMeHTH OT 6 40 12-roauiuHA BB3pacT: HayanHa nosa ot 0,025 no 0,05 mg/ke.
Moxe na e Heo6xoauma o6wa ao3a 1o 0,4 mg/kg, no makcumanHa go3a ot 10 mg. Ilo-sucoknre
RO3H MOTAT [1a AOBEJAT A0 YABIDKEHA ceflalia K PHCK OT XHIOBCHTUIALIMA.

o TleauarpHuHH natHeHTH oT 12 80 16-roaMNa BB3PACT: JO3UPOBKATA € KATO NPH BE3PACTHH.

Pextamio npunoxexue: O6mara go3a mupasonam obukHosedo sapupa ot 0,3 po 0,5 mg/kg.
PekTaTHOTO NMPWIOKEHHE Ha pasTBOpa OT aMmynara/¢iakoHa ce HaRBpLIA NOCPEACTBOM TUIACTMACOB
aIUTMKATOp, NPHKpeEreH KbM Kpas Ha CpHHLOBKAaTa. AKo 0OeMbT, KOHTO TpaOBa Nia ce MPHIoKH, e
MHOI'O MATHK, 10 JOCTHraHe Ha obmus obeM ot 10 ml moxe aa ce npubaen Boga. Obmara nosa Tpadea
a ce MPUIONKH HAaBEAHBK M Ja ce H30ArBa MOBTOPHO PEKTANHO MpHioKeH#e. YnorpebaTa npy aeua
nosi 6-MeceyHa BB3PACT HE CE€ MPenopbYBa, Th KATO HAIMMHUTE NaHHM NpH TasH MMOMyjlaulusa Ca
OrpPaHUYECHH.

UHTpaMyCKYJIHO NpPHIOKEHHE: W3non3BanMTe fo3u papupat mexcay 0,05 mo 0,15 mg/kg. Obma nosa
paa 10,0 mg ofukHOBeHO He € HeoOxoauma. To3H MBT Ha BLBEXIaHe TPSOBa Ja ce NpHIara camo B
WIKMIOYMTENHH CIydad. PekTanHoTo npwiokkeHue TpafBa pa ce npeanoyMTa, TBA KaTo
HHTPAMYCKYJIHOTO MPHIOKEHHE € 00/e3HEHO.

[1pu neua ¢ Tenecko Terno noA 15 kg He ce npenoppuBaT pasTBOpH Ha MHAA30JIaM ¢ KOHLICHTPAUMH Hajt
] mg/ml. [To-BHCOKHTE KOHLIEHTpaUHH TPAOBa Aa ce pa3peaar A0 1 mg/mi.

ITO3UPOBKA ITPH AHECTE3UA

ITPEMEUKAILINA

[MpemenukansaTa ¢ MHIA30J1aM, NPHAOKEH HETIOCPEACTBEHO NPEAR NPOUEIYPATa, BOOH A0 CeaHpaHe
(MHOYKUMS Ha CHHIMBOCT WIH 3amaliBaHe M ofnexyaBaHe HA CTPaHA) H MPCAONIEPAaTHBHO MOBMHABAHE
Ha maMeTTa. MHAa30/1aM MOXE CBIIO fla ce nmpuiara B KOMOMHaNMA ¢ aHTHXONHHEPIHYHH CPeACTBa.
[Ipy ToBa noKasaHMe MHAa3onaM TpaGsa jaa ObpAe NpunaradH MHTPABEHO3HO WM ABIOOKO
MHTPAMYCKY/IHO B IMoJIAM MYCKyJ, 20 no 60 MHHYTH Mpead yBOZa B aHECTE3UA WIH 3a NPEANOYHTAHE
ype3 PeKTa/ieH BT Ha BBBEXKAAHE MPH Aeua (BXK. No-101y). CTPHKTHOTO H HENPEKBCHATO HAbMIONEHHE

YYBCTBHTENHOCT BAPHpPa H MOXKE /12 Ce NNOABAT CHMITTOMH Ha NpeAo3upaHe.

Bwv3pacmnu:




3a NpeaonepaTHBHO CeiMpaHe M MpeJOfiePaTHBHO MOBNHMABAHE HA TaMETTa MpENnopbYHTENHaTa 103a
fpH BL3pacTHH ¢ usukaner ctatyc ASA I 4 I 1 Ha BB3pacT noa 60 roguuy ¢ 1-2 mg HHTPaBEHO3HO,
noBTOpeHa mpH Heobxoaumoct, wm 0,07 ao 0,1 mg/kg, npunoxena uHTpaMycKyaHo. Jiosara Tpabsa
na 6bpae HaMasieHa W ChoOpaseHa ¢ MHAMBUAYATHHTE HYXH, KOraro MHIRa30/laM C€ NpHiara npu
BB3PacTHH HAJ 60-roAMinHa BEIPACT, HITOLICHH HJIH XPOHHYHO OONHM nauMeHTH. IipenoppynTenHaTa
HaualHa i.v. go3a e 0,5 mg u 14 Tpa6pa na ce TuTpupa 6aBHO cnopea Hy:kaute. [lpenopsuiba ce 1034 OT
0,025 no 0,05 mg/kg, mpunoxeHa UHTpaMycKy/Ho. IIpH eAHOBpEMEHHO MPHJIOKEHHE HA HAPKOTHYHH
BEHIECTBA J03aTa Ha MKIa30s1aM TpaOBa a ce Hamanu. Obnyalnara 103a € 2 10 3 mg.

ITeouampuuna nonyrayua:

Hosopoaexn n aena Ao 6-MeceyHa BB3pacT:

Vnorpebata npy geua noj 6-Meceuxa BL3PacT HE €€ MPEMOPBHYBA, THA KATO HAJIMYHHUTE AaHHH Ca
OrpaHU4YEHHU.

Heua Han 6-Mece4yHa BB3pacT:
PexrasHo npunoxenue: obiara no03a MaaasonaM, obukHoseHo papupaina or 0,3 mo 0,5 mg/kg, Tpadea
Aa ce npuioxH 15 go 30 MHHYTH npean ypo/ia B aHECTE3HA.

PexTanHoTO NPHWIOKEHHE HA pa3TBoOpa OT aMnyJsiaTa/¢nakoHa ¢¢ H3BbpIIBA MOCPSACTBOM ILTACTMACOB
arUTMKATOp, MPHKPErNeH KbM Kpad Ha CHpHHLOBKaTa. AKO 00€MBT, KOHTO TpabBa fa ce MPUIOKH, ©
MHOTO MAJTBK, MOXe€ f1a ce MpHOaBH BoJa 10 nosy4aBaHe Ha 06 06em or 10 ml.

UaTpaMyCKy/HO SIPHIOKEHHE: Thil KATO HHTPAMYCKYJIHOTO NpHIOKeHHe € Oolle3HeHO, TO3H ITET Ha
BhBEXKAAHE TPAGBA 14 Ce H3MOM3B2 CAMO B H3KITIOYHTENIHH ClTy4YaH. PekTalHoTO IpriioxkeH e TpAOBa Jia
6bae NPeArnoYHTaHUAT ITHT HAa BhBEXKIaHE. YCTaHOBEHO €, oDaue, Ue 103a B rpaHMLMTE OT 0,08 no 0.2
mg/kg MHIa3oiaM, MPWIOKEHAa HHTPAMYCKYJIHO, ¢ edexrnBHa K Oe3onacha, Ilpn neua Ha BB3pacT
Mexay 1 B 15 roauHu ca HeOOXOAHMH NPONOPLIHOHANTHO MO-BHCOKH JO3M B CPABHCHHUE ¢ BB3PACTHHTE
Ha 0a3ara Ha TeNeCHOTO TEIO.

[Ipu neua ¢ TenecHo Tersio noa 15 kg He ce npenoprs4saT pa3TBOPH H& MH1a30J1aM C KORLICHTpalMH Haj
1 mg/ml. IMo-BUCOKMTE KOHLIEHTpaMH TpAGBa ga ce paspenar no 1 mg/ml.

BBHBEXJIAHE

Bvspacmuu:

AKO MKAA30/1aM C€ H3MOJI3BA 38 BLBEXKA3HE B aHECTE3M, TPeM Aa CA NPHIOKEHH NPYTH aHECTETHLIH,
HHAWBMAYATHUAT OTTOBOP Bapupa. JlosaTa Tpabsa na 6bae THTPHPaHa A0 XKeaHHA €PeKT B 3aBHCHMOCT
OT BB3PacTTa Ha MaLMCHTa H KIHHMYHOTO ChCToAHKe., Korato MHAa3olaM Ce K3MoM3Ba fpeiv WM B
KOMOHHALMA C APYTH MPOJAYKTH 32 MHTPABCHO3HO WIHM HHXAJATOPHO MPHIOKEHHE 32 BbBEXKAAHE B
aHecTe3Ms, HA4aTHaTa 033 Ha BCAKO JIEKAPCTBO TpAOBa xa Objec 3HAUMTENTHO HamMalesa, NMOHAKOra A0
25% OT HAYAIHATA 1034 Ha OTACIHHA JIEKAPCTBEH NMPOAYKT. JKeNnaHoTO HUBO HA AaHECTE3HA CE NOCTHra
ypes CTBHINATOBHIHO THTpHpaHe. MHTpaBeHO3HaTa BBBEXK/Alla [03a MHIA30/laM TpAOBa na Obie
npwiokeHa 6aBHO, C NOCTENEeHHO noBuiuasaHe. Beako nosuiaBaHe HE MoBeue OT 5 mg TPAdBa Aa ce
HIDKEKTHpa B npoawpkeHHe Ha 20 10 30 ceKyHAH, KaTo C€ OCHIypABAT 2 MHUHYTH MEXAY OTAC/THHTE
MOC/EAOBATEIHH NOBULIABAHMA.

e [lpy npeMeIMKHpaHH BE3PaCTHH nauueHTH noA 60-ropwinHa BB3pacT OOMKHOBEHO €
nocraTbhuna ao03a ot 0,15 ao 0,2 mg/kg, npiwiokeHa HHTPaBEHO3HO. [IpH BB3PACTHH NMALMEHTH
noa 60-roaMiIHa BE3pacT Oe3 npeMeanxanus ao03aTa Moxe na 6nae no-sucoka (0,3 mo 0,3

BLBEXKJAHETO B 4HCCTCIHATA MOXKE IXa TpoObk/DKH C HHXANEaTOPHH aHn




PE3UCTEHTHH ciiydau o61ua no3a ot Ao 0,6 mg/kg Moxe na Ob/ie H3NOA3BAHA 38 HHIYKLMSA, HO
BHCOKHMTE JO3H MOTaT Ja YIB/DKAT BE3CTAHOBABAHETO.

o [Ilpu npemMenUKMpaHH BB3PACTHH HAN 6(0-rogMumiHA BB3PACT, HITOLICHH UAW XPOHHYHO OOMHH
NauMeHTH 403aTa TPAGBa [a ce HAMaIM 3HAUUTENHO, Hanp. Ao 0,05 - 0,15 mg/kg, npunoxeHn
i.v.. B IpOAB/DKeHHE Ha 20 - 30 ceKyHIH, KaTo CE H34aKBa 2 MHHYTH 33 TPOABABAHE Ha e(eKTs.
Br3pacTHd Haa 60-roaMinHa BE3pacT Oe3 npeMeauKaiia OOMKHOBEHO ce HYXAaAT OT NOBeYe
MHIa3071aM 3a BeBexxnaHe. [Ipenopbusa ce HauanHa go3a ot 0,15 no 0,3 mg/kg. [laumenrure
6e3 npeMenMKalHA C TEXKO CHCTEMHO 3a00ondBaHe WIK JAPYro yBpexJaHe OOMKHOBEHO ce
HYKAaAT OT MO-MANKO MHa30/1aM 3a BbBeskaaHe. OOHKHOBEHO € JOCTATbhHHA HAUYAIHA 1034 OT

0,15 mo 0,25 mg/kg.
CEAATUBHA KOMITOHEHTA ITPHU KOMBUHHUPAHA AHECTE3HNA

Bv3pacmnu:

MunazonamM MoXe Aa € ITpWiara KaTto CeJaTHBHa KOMIIOHEHTa NMpH KOMOMHHpaHa aHecTe3us 4pes
HHTEPMHTEHTHH MalKH WHTpaBeHO3HH No3d (B rpammumre mexay 0,03 u 0,1 mg/kg) wm karo
HenpeKkbCcHaTa HHTpaBeHosHa MHGQY3us (B rpammnure mexay 0,03 u 0,1 mgkg), obukHoBeHO B
xoMOHHaHA ¢ aHanreTHud. Jlozata M HHTEpBAaIUTE MEXAY AO3IHTC BApUpPAT B 3aBHCHMOCT OT
MHIWBHIYAIHATa PCaKLHA Ha MAal[HeHTa.

ITpu Be3pacTHH Hajg 60 rOAMHH, H3TOMICHH HJIH XPOHHYHO OONHH MAlMEHTH LOe Ca Heobxoaumu no-

HHCKH MOLIBPIKAIIH KO3H,

CEIUPAHE B UHTEH3WBHH OTAEJIEHN A

XenaHoTo HHBO Ha CeHpaKe Ce NOCTHra Ype3 CThIAIOBHAHO THTPHPAHE HA MHAA30/1aM, NIOCNEABAHO
OT HENpPEKLCHATA HHQY3HA WM HHTEPMHTCHTHH 0OMyC HIDKEKIMM, B 3ABHCHMOCT OT KIHHUHATA
Hy*1a, HUIHKAITHUA CTATYC, BE3PacTTa H ChITLTCTBAIOTO MEAMKAMEHTO3HO JICHEHHE (BXK. TOUKa 4.5).

Bwipacmruu:

HnTpaBeHo3Ha HaToBapBawma no3a: 0,03 go 0,3 mg/kg Tpsbea na ce npunara 6aBHO ¢ NOCTENECHHO
nopMIDaBaHe. Beaxo moBuumasaHe ot 1 oo 2,5 mg TpabBa a ce WHXKEKTHpa B NPOABDKeHHe Ha 20 1o
30 ceKyHAH, KATO MEXIY FIOC/MEAOBATENINTEe NOBHIIABAHHA CE OCTAaBAT 2 MMHYTH. IIpH nmaumeHTH C
XUIOBOJEMHUS, CHIOB CNa3bM WIH XHMIIOTEPMHA HATOBapBailiaTa 03a TpAOBa [a Cce HaMAaJId WK 21a Ce
nporycse. Korato Mumasonam ce mpwiara ChC CHIHO AeHCTBAaIIM aHAanreTHuM, Te TpibBa na ce
MPWICKAT B HAYANOTO, TAKA Y€ CEATHBHHTE eeKTH HA MMIa3onaM Ja Morar GesonacHo na ce
THTPUpAT Ha (OHA Ha CEIMPAHETO, NPCAU3IBUKAHO OT aHAIICTHLIMTE.

WUnrpaBeno3Ha nojabpkatia 103a: no3ute Moxke aa sapupart ot 0,03 no 0,2 mg/kg/h. Ipu nausenTu ¢
XHIOBOJIEMHSA, CHAOB CNAa3bM WIH XMIOTEPMHA foadbpXailarta fo3a Tpabea na Obae HamaneHa.
Hupoto Ha cenupate Tpadba 1a 6bae oueHaBaHO pefoBHO. I1pH NMPOAWIKHTENHO CEIHPaAHE MOXKE 1A Ce
pa3BHe MOHOCHMOCT H 112 C€ HAJIOKH 7103aTa /I C€ YBEITHYH,

Heouampuuna nonyrayun

Hosopoaenu u aeua 10 6-MecevHa BB3PAacCT:
Munasonam Tpa6Ba na ce mpuiara noa ¢opmara Ha HENPEKbCHATA MHTPABEHO3HA MH(PY3HA, KATO ce
sanoyHe ¢ 0,03 mg/kg/h (0,5 ng/kg/min) npu HOBOPOAEHH C reCTALMOHHA BB3pacT <32 CeIMHLIH HiIH
0,06 mg/kg/h (1 pg/kg/min) np1 HOBOPOREHH C reCTallHOHHA BB3PACT >32 CeAMHLIM H Aeua 10 6 mecena.
He ce nmpenoppyBaT HHTPaBEHO3HH HATOBAPBALLIA AO3H NPH HEJOHOCEHH KbpPMaYeTa,

HOBODOAEHH M Jaela 10 6 Meceua. ITo-ckopo RHPY3UATa MOXE Ja Ce IycHe Ja Tede Mo-0bp30 npes
MBPBHUTE HAKONKO 4YACA, 38 [id C€ YCTAHOBSAT TEpaNeBTHUHH IUIa3MeHH HHBA. TpabBa BHMMATEIHO M
4ECTO [a Ce MPAaBH MPEOLICHKA Ha CKOPOCTTa Ha HH(Y3uaTa, 0c0GeHO cnel mepBuTe 24 Yaca, Taka ye na
ce Mpuiara Hai-HUCKaTa B3MOXKHA epeKTHBHA 1032 U Aa ce. HAMATH BBIMOXHOCTTA 34 Ky
HA JICKAPCTBOTO.
Heo6x0aM0 € BHHMATEIHO HAOMoOAeHHe Ha YeCTOTATa Ha AHIIase H KHCIIOPOAHATa C




Heua Han 6-MeceyHa Bb3PAacCT:

[Mps HHTYOHpPaHH ¥ BEHTWIHPAHM TeHATPUIHH NALMEHTH HaToBapeamara 2o3a ot 0,05 no 0,2 mg/ke,
IPUAOKEHA HHTPABEHO3HO, TpAGBa /1a ce mpuiara 6aBHO B MPOABIDKCHHE HaH~-MAJIKO Ha 2 10 3 MHHYTH,
38 Ja ce MOJIyYM JKEJIaHMAT KnuHu4eH edext. Munazonam He TpabGsa Aa ce mpuiara karo Obp3a
HMHTPABEHO3HA HIDKCKIIHA.

HatosapBainaTa 03a € NOC/eABa OT HeNpeKbCcHATa HHTpaBeHo3Ha HBdY3ua ¢ 0,06 xo 0,12 mg/kg/h (1
no 2 pg/kg/min). Ckopoctra Ha uHdy3uaTa Moxe na 6blie MOBHIIEHA KK NOHKWKeHa (OONKHOBEHO €

25% oOT HAYAIHATA WIH CIEBAINATA HH(}Y3HOHHA CKOPOCT) CHOpel HYXIHTE, HIIH MOXE Na ce
MPWIOKAT HOMBIHATEIHK HHTPaBEHO3HH J1I03H MH/Ia30J1aM, 33 /ia Ce 3aCHIH WK NOATbPXKA KEIaHNAT

eQeKT.

Korato ce 3anouna vH(Y3HA ¢ MMRA30JIAM IPH MALMEHTH C HapYLIeHa XeMOJHHAMMKA, oOHYaHHATA
HATOBApBAlLIA /034 TPAOBA 1a Obje TUTPHPaHa C MAIKH MMOBHIIABAHWA W NAUMEHTHT TpAOBa na ce
MOHHTOPHPA 38 XeMOAHHAMUMHA HECTAOHITHOCT, HANP. XHIOTOHHA. Te3H NMALMEHTH Ca YyBCTBHTCIIHH
ChILO M KBM [IOTHCKALIMTE e(PEKTH HA MHIA30/1aM BLPXY JUXATEIHATA CHCTEMA K U3HCKBAT BHHMATCIIHO
MOHHTOPHPAHE Ha JUXATEIHATa YECTOTAa U KHCJJOPOIHATA catypaitys.

[Ip# HEJOHOCEHM KhpMAueTa, HOBOPOLEHM M JAELA C TEJIECHO Terno moa 15 kg He ce mpemopbhusart
pa3TBOPH Ha MHMA30J]IaM ¢ KOHLeHTpauuH Hag 1 mg/ml. Tlo-BucokuTe KoHueHTpaimu TpabBa na ce
paspeasT A0 1 mg/ml.

Cneyuannu nonynrayuu
brbpeuno e:

Ipn naumenTH ¢ Texko 6u0pedHo yBpexnaHe (KpeaTHHHHOB KIHpBHC nox 30 ml/min) MHIasonam
MOXe 7a ObAe NpUApPYXEH OT MO-H3pa3eHa M NPOAL/DKMTENHA CEeJALMA, BKJIIOYHTETHO KJIMHHYHO
IHAYMMA PECIIHPATOPHA H ChPAEYHO-Ch0Ba Aenpecud. [Topann Topa Mumasonam TpabBa na ce Ro3upa
BHHUMATE/THO NPH Ta3y NOMy/IALMA NALKMEHTH M JIa ce THTPHpa 3a XKejlaHuA edexT (BX. Touxa 4.4). [ipn
nalmeHTH ¢ 6p0peyHa HeOCTaTUHOCT (KPeaTHHHHOB KIHPBHC <10 ml/min) apMakOKHHETHKATA Ha
HECBBP3aHHA MM/A30JIaM C/IeX €IHOKpATHA MHTPABEHO3HA A03a € noaodHa Ha TasH, ¢hoblllaBaHa MpH
3ipaBu nobposony. Crell NPOALXUTENHA HH(Y3HA TpH MALHCHTH B HHTEH3IUBHO OTAENEHUE, ODave,
CpeNHaTa MMPOABIKHTETHOCT HA CeAaTHBHHUSA €(eKT MpH nomyauuaTa ¢ 6s0peyna HeJOCTaThYHOCT €
Ouna 3HAYWTENIHO MOBHIICHA Hal-BEpPOATHO MOpaaAM KyMyJiHpaHe Ha 1’ -XHAPOKCHMHMAA3OJIaH
TIIOKYpoHI (BXK. TOUKH 4.4 K 5.2).

HepHo HO VB aHe:

YepHoapoOHOTO yBpeXkAaHe HaManfdBa KAHPbHCA HAa HHTPABEHO3HO NPHIOXKEH MHAA30/MaM C
focNeBatl0 yBEJIHYEHHE HA TEPMHHATHHA NomyxHBoT. [Topaau ToBa KIMHHYHHTE €EKTH MOXeE Ja
Onaar no-uspaseHd M npoawokuTenHn. Heobxoaumara no3a muaasonaM Moxe a Oblie HamManeHa H
TpsOBa Aa ¢€ OCHIYPH MOAXOAALNO MPOCTEATBAHE HA KUIHCHHTE NMPH3HALM (BXK. TOUKA 4.4).

Heduampuuna nonynayun
Brxre no-rope 1 Touxa 4.4.

4.3 IIporaBonoOKA3aHARA

CBPBLXUYBCTBUTENRHOCT KbM GEH30AMA3CHHY WIH KbM HAKOE OT NOMOLIHHMTE BEIECTBA, H3OPOEHH B
TouKa 6.1.

OCTPO MOTHCKAHE HA AMILARETO.




4.4 Chnensansas npeIynpekacHns H IpeXna3HH MepKH Npr ynorpeba

MupasonaM Tpabsa Na ce mpHara CaMo OT JIEKAPH C OIIHT, [IPH HAITKIIHO OCHTYPEHO HaOMIOAeHHE H
NOJUTBKAHE HAa JMXATENHATA M ChPACYHOCHAOBATA (QYHKUMA, ¥ OT JIHLA, CHELHATHO OOY4YeHH 3a
pa3no3HaBaHe M JIEYEHHME HA OYAKBAHWTE HEXKENAHH CHOHTHA, BKIIOYHTENTHO IUXATENHA H ChpleyHa
pecycHTauus. UMa crolimeHus 3a TEXKN HexXeNaHH ChOHTHA OT CTPaHa Ha ChPACYHATA H AMXaTeNHaTa
cHcTeMa. Te ca BKHOYBANH NOTHCKAHE HA JWILIAHETO, anHed, JUXATENEeH apecT H/HWIH ChPACYCH apecT.
Te3u XHUBOTO3ACTPAINABANIH HHIIKACHTH € MO-BEPOATHO J1a €€ MOABAT, KOraTO MHIKEKIKATE CE NMOCTaBA
TBbpAe 6bp30 WIH KOraTo Ce MpHara BHCOKa 103a (BHK. TOUKa 4.8).

BeH30AMA3EMMHMTE He ce NPENopLYBaT 32 OCHOBHO JICYEHHE Ha NCHXOTHYHH pa3CTPOHCTBA.

CreLMayiHO BHUMAHHE € He0OXOAMMO fIpH NMOKA3AHHETO CeNatiia ChC 3ana3BaHe Ha Ch3HAHHETO NpH
NALMEHTH ¢ YBpeAeHa AMXATe/IHA PyHKIMA.

[TeauaTpHUHHTE NAMEHTH nOJ 6-MeceuHa Bb3pacT ca ocoOEHO YYBCTBHTEIHH KbM OOCTpYKIMA Ha
OMXATEHUTE ITBTHINA M XHIIOBEHTWIALlMS M MMOPAAM TOBA THTPHPAHETO ¢ MAJIKH NMOKA4YBAHUA N0
[MOCTHTaHE Ha KIHHWYEH eeKT H BHUMATENHOTO HAabMmoIcHHe Ha YeCTOTaTa Ha AHIIaHe H HACHILAHETO
C KHCJIOpOA ca 0COOEHO BAKHH.

Korato mMuaaszonam ce H3MOJ3Ba 33 fIPEMEXMKALHA, 3aABL/DKMTEJIHO € aAeKBaTHOTO HabmoacHHe Ha
NALHEHTA CJICR MPWIOKEHHETO, ThH KATO HHAMBHAYA/THaTa YyBCTBHTC/IHOCT BApHpPa H MOXE Aa
BBE3HHKHAT CHMITTOMH Ha NMPEA03HpPaHE.

CrneuuasHo BHUMaHue TpAOBa Jia ce OTHENH, Korato MH/a3o0JiaM C€ MpWiIara npH NaupeHTH C BHCOK
PHCK:
e BB3pACTHM Haj 60-roauLUIHA BB3PACT;
»  XPOHHYHO GOMHH WK W3ITOLUEHH NallHEHTH, KATO HANpPHUMEP.
- MalMeHTH ¢ XPOHHYHA JAMXATEITHA HEAOCTATHYHOCT,
- NAalfHeHTH ¢ XpOoHHUYHA OBOpeyHa HeAOCTATBYHOCT,
. MAiMEHTH ¢ yBpeacHa yepHoapoOHa pyHkums (GeH3oaHa3enHHHTE MOraT ia Cé yTasBar
WIH a8 000CTPAT eHUEDANONATHATA [IPH NMALMEHTH C TeXKO YEpHOAPOOHO yBpeX/iaHe);

- MalMeHTH C YBPEeACHA ChpACUHA PyHKIlHA,;
. NeXMATPUYHH NALMEHTH, 0CO0EHO Te3U ¢ HeCcTabWIHA CBPACYHOCHA0BA (YHKIMA.

Tesn BUCOKOPHCKOBH MALIHEHTH W3UCKBAT NMO-HHUCKH A03H (BXK. TOUKA 4.2) H TpA0OBa HENPEKLCHATO A
6bAaT MOHHTOPHPAHH 34 PAHHK NPH3HAIM Ha IIPOMEHH B XKHM3IHEHHUTE QYyHKIIHH.

Kakro npu BcHuku BeuiecTsa ¢ notvckam edext pbpxy LIHC w/naH ¢ MycKynHO-penakcHpamu
cBoiicTBa, ocobeHO BHUMaHKHE TPAOBA Aa ce OTHENH, KOraTo MHAa30/aM Ce Npiiara mpu MNalydeHTH ¢
MHACTEHHUA IPaBHC.

Ilonocumocm
Mma cpoOmenns 3a u3BecTHA 3aryfa Ha edHKACHOCT, KOTaro MHAA30onaM C€ H3noa3sa 3a
NPOXL/DKUTENHO CEAHpAaHEe B HHTCH3IWBHUTE OTHENCHHA.

3asucumocmu
KoraTto MHAA30NaM ce M3M0I3Ba 38 NPOAB/DKHTENIHO CeAMpaHe B HHTCH3UBHHTE OTHENCHHS, TpAOBa na
ce HMa TpeliBH], Ye MOXKe Ja ce pa3BHe (PH3NHYECKa 3aBHCHMOCT KbM HEro. PUCKBT OT 3aBHCHMOCT Ce
YBEJIHYABA C J034Ta ¥ MPOABIDKHTE/THOCTTA Ha JICYEHHETO,; TOH € N0-BHCOK H NPH MALHEHTH ¢ aHAMH
3a 3510ynoTpeba ¢ ankoXou W/HAH nekapeTea (BXK. Touxa 4.8).




Cumnmonmu Ha omremane

o BpeMe Ha NPOABLDKHUTENHO JIEICHHE ¢ MHA30JIaM B HHTCH3HMBHHUTE OTACJICHHA MOXKE J1a CE pa3sBHE
du3myecka 3aBucuMocT. Jlopaau ToBa BHE3aNHOTO NPEKBCBAHE HA JIEYEHHETO WIE €€ CBIIPOBOXKAA OT
CHMITTOMH Ha oTHeMmaHe. Moxke Ja ce MOSBAT CNEAHHTE CHMITTOMH: I1apobonue, Anapusa, MyCKyJHa
Go/IKa, EKCTpEeMHa TPEBOXHOCT, HanpexeHue, O6e3noKoiCcTBO, OO0BLPKBaHE, pPa3sApPasHHTENIHOCT,
HapyllieHHA Ha CHbHA, POMEHH B HACTPOCHHMETO, XATOUMHALMH H rbp4oBe. TbH Karo PHCKBT OT
CHMIITOMHTE HA OTHEMAHE € MO-TOJIAM CJIe]] BHE3aMHO MPEKbCBaHE HA JICUYCHHETO, IpenopbuBa ce
A03aTa Jia CC HAMAIABA NIOCTENEHHO.

Amnesua

MugazonaM MoOXe Aa NMPHYMHH AHTEPOrpagHa aMHE3HA (4ecTO TO3H e(eKT € MHOro ejlaH NpH
CHTYALMH NPEIH H NO BPpEME Ha XHPYPrHUHH H JHArHOCTHUHH MPOLEAYPH), HHATO MPOABDKHTCIHOCT
€ JWPEKTHO CBBP3aHa C NPHIOKCHATA 1033, KATO PUCKBT CE€ YBEIH4YaBa MNpU MMO-BHCOKH JO3H.
[poobmKUTENHATA AMHE3MA MOXe Ja NPeACcTaBAABa npodneM npu amOynaToOpHHUTE MAaUHEHTH, KOHTO
ce H3IMCBAT Cie/l HHTepBeHLpATa. (el napeHTepaqHO NMPHIOKEHHE HA MHIA30jaM, MaLHEHTHTE
Tpa6Ba ga ce W3NHUINAT OT GoNHMIATA WM ICKAPCKHA KAOHHET CaMO aKO Ca ¢ MPHAPYXHUTE.

Ilapadoxcannu peaxyuu

Uma crolueHns 3a MapaZioKCANIHH pPeakuMH KaTo Oe3foKOHCTBO, aXHMTalMA, pa3snpasHHUTENHOCT,
HEBOJICBH [BIDKCHMA (BKIIOYHTENHO TOHMHHO/KMOHMYHH TBpHYOBE H MYCKYJEH TpPEMop),
XHIICPAKTUBHOCT, BpaKAEOHOCT, IEMO3MH, peakis Ha APOCT, arpeCHBHOCT, TPEBOXHOCT, KOLUMADH,
XAJHOLMHALHH, [ICHX03H, HENOAXOBALIO MOBEACHHE M IIPYTH HEXENaHH TMOBENCHYECKH peaKiinu,
napokcu3MajaHa Bu36ya H QH3HYECKO HACHIHe, MIOABABALIM ce ciell ynorpeba Ha MuaasonaM. Tesu
peaKi[MH MOXKE /2 Bb3HHKHAT TIPH TIPHIOKEHHE Ha BHCOKH /1034 Wiy npu 6bp30 nikekTHpae. Haii-
BHCOKA HECTOTA Ha TAKHBA PeaKiiiy € ChobLIeHa NPH AeLa M NaUHEHTH B CTapueckd BB3pacT. B cyvan
HA MOABA HA TAKHBa peakiuy, TpaOBa na ce OOMMCIH NpeKpaTABaHe Ha JIEKAPCTBOTO.

ITpomeneno enumunupane va Muoazonam

EnuMHHAMpaHETO HA MHAAA30JaM MOXe 1a ObIe NPOMEHEHO IIPH NAIMEHTH, TIOTyYaBallid BELIECTBa,
kOUTO HHXHOUpaT unu naayupatr CYP3 A4 u MoXke 1a ce HAJIOXKH A03aTa Ha MH/1a30J1aM ChOTBETHO Jia
ce KOpHrupa (Bx. Touka 4.5).

EnHMHMHHPEHETO Ha MHJIa30/1aM MOKe ChLIO Ja Obae 3abaBeHO NPH NALMEHTH ¢ YBpeleHa YepHOApoOHa
dyHKIMA, MATBEK ChPAEUEH BeOHT U NpH HOBOPOAECHH (BXK. TOYKA 5.2).

Couua annes
MupasonaMm Tpabea Ja ce H3NOI3Ba N3KTIOYHUTENHO BHHMATETHO MPH MALMEHTH CHC CHHAPOM Ha ChHHA

anKes M NallHeHTHTE TpAOBa peIOBHO Aa ce Habmonasar.

Heodonocenu xopmavema u H080pooeru

[Topany MOBHMLIEHHA PHCK OT anHes Ce NPEenopbyBa HU3K/MOYMTE/IHO BHHMAHHE, KOTaTo C€ Ceaupar
HEJOHOCEHH HOBOPOHGHM M HEJOHOCEHM HEMHTYOHpaHu kbpMauera. HeobxoaMmo € BHHMATENHO
HabMONEHHE Ha YeCTOTAaTa Ha JULHAHE W KUCJIOPOAHATA caTypauusa. brpzoro uipkekTHpane tpabsa ja
ce H30ATBa MPH HOBOPOAEHH.

HosopoaeHHTe NPHTEKABAT HAMAJICHA W/WIH He3pAia OpraHHa (pyHKLHA M ChUIO TaKa ca YyBCTBHTEIHH
KbM IBJI0OKHTE H MPOABDKHTENIHH ¢EeKTH Ha MHAA30/1aM BbPXY JHXATETHATa CHCTEMA.

Hma cpoOIeHHa 2a HeKenaHH XEMOIHHAMUYHHA CHOMTHA NPH NMEeJHaTPHYHH NAItHEHTH C HecTabunHa
CHPACYHOCHAOBA (PYMKLMA; MpY TasH nomynauds Tpabea Ja ce u3abArsa OBP3OTO MHTPABEHO3HO
NPHIOKEHHE.

Ieouampuunu nayuenmu noo 6-Meceyna eb3pacm
[Ipv Ta3y momyJialus MHA30J1aM € NOKa3aH 33 CeJaliA CaMO B HHTCH3UBHH OTACJICHUA.




[lesmaTpUuHHUTE NALMEHTH MO 6-MECeYHa BB3PACT C& 0COOEHO TyBCTBHTE/IHM KbM OOCTPYKLMA Ha
IMXATEITHUTE ITHbTHILIA M XHIIOBEHTWIALMA, IOPadH TOBA THTPHUPAHETO ¢ MAIKH YBENHUEHHA Ha 03aTa
RO MOMy4YaBaHe Ha KIMHH4YEH €(PEeKT W BHHMATENHOTO HAOMOACHHE Ha YECTOTaTa HAa IHIUAHE H
KMCJIOPO/IHATa caTypauus ca ocobeHo Baxknu (BX. CBIO Touka ,HeAOHOCEHM KbpMauera H
HOBOPOAEHH O-Tope).

Ednoepemenna ynompeba ¢ anxoxon / Oenpecanmu na L{HC

EnHospemeHHaTa ynioTpeOa Ha MUAA30JIaM C aJTKoXos WHTH JenpecanTd Ha LITHC Tpabea na ce usbarsa.
TakoBa e1HOBpEMEHHO NPHIOKEHHE MOMKE A 3aCHIH KTHHHYHHTE edeKTH Ha MHAA30/1aM, KOETO MOXKe
Ja BKIIOYBA TEXKKA CelaliMd, KOATO MOXKE J1a JIoBeJe A0 KOMa HWIM CMbPT, WIH KIMHHYHO 3HAYHMA
pecnupaTopHM Aenpecus (BXK. Touka 4.5).

Arnamnesa 3a anoynompeba ¢ arkoxon wiu rexapcmeda
Kakro npu npyrure GeHsopMazenuuy, MPUIOKEHHETO H& MHAa3oiaM TpAOBa Aa ce H30Area mpH
MAaLHEHTH ¢ aHAMHE3a 34 3/10ynoTpeda ¢ ankoxosr WiH JIEKapCTBa.

Puckx om eonoepemenna ynompeba na onuouou

EmHoBpeMenHaTa ynotpeba Ha MHAa30/71aM H ONMHOKAM MOXE Jia AOBENE N0 CeAailud, pecnuparopHa
aenpecHs, koMa H ¢MbpT. [lopanH Te3H PHCKOBE, €AHOBPEMECHHOTO NPEAITHCBAHE HA YCTIOKOHTETHH
NIEKAPCTBA KAaTO OEH30/1Ma3eNHHNA WiIH CBBP3aHHU JIEKapCTBa KATO MH/Ia30/1aM ¢ OMHOKAH Tpadsa aa Obae
3aMa3eHo 34 MAIHEHTH, 32 KOUTO HE Ca Bh3MOXKHH aJITCPHATHBHH BB3MOXKHOCTH 38 JIEUEHHE. AKO Ce
B3eM€ pellieHHe 3a NpeANnHcBaHe Ha MHIA30J1aM ¢ ITHOBPEMEHHO C ONHOKAM, TPA0BA J1a Ce H3MNON3Ba HAM-
HHCKaTa ePeKTHBHA 1038 M MPOTL/DKHTETHOCTTA Ha JiedeHHETO Aa Opae BB3MOKHO Hal-kparka (BX.
CHIO OOUIHTE TIPENOPBKH 3a KOo3HpaHe B TOYKa 4.2).

[TauenTuTe TPAOBA Aa OBHAAT BHUMATENHO NPOCCAABAHH 38 NPU3HALM H CHMIITOMH Ha PeCrIMpaTopHa
nenpecHs H cefaumd. B ToBa OTHOLIEHHE CIUTHO C€ NMPENopbYBa NALHEHTHYE H TeXHHTE DONTHOTIEAaYH
(KbAETO € NpWIoKKUMO) Aa ObaaT HHGOPMHPAHY Ja CNEIAT 32 TE3H CUMITTOMH (BXK. TOYKA 4.5).

Kpumepuu 3a usnuceane

Cnen nosydapaHe Ha MHIA30/1aM, MNallHEHTHTe TpAOBa Aa OBEAT H3NHCBAHH OT OONHHLIAT2 KITH
NEKAapCKUs KaOHHET caMO KOraTo TOBa € IPENnOpbYAHO OT JIEKYBALIMA JICKAp H aKO MAlHEeHTHT € C
npuapyxurein. [Ipenoprusa ce naudeHTUTe Aa ObAaT NPUIPYKABAHH, KOraToO C€ BPBILAT BKBLIH Cllel
M3ITHCBAHE.

To3u nexapcrBes NPOAYKT ChABPXKA Mo Maiko oT 1 mmol (23 mg) Harpuii Ha 1 ml, T.e. NpakTHYeCKy
HE CbAbPKa HATPHHA.

4.5 BianMoxelicTBHE ¢ APYIR JIEKAPCTBEHH NPOAYKTE H APYIH GOpMHE HA B3IaHMOJeHCTBHE

dDapMakQKHHETHIHH B3aMMOAEHCTBHA
Muaazonam ce Metabonusupa ot CYP3A4 u CYP3AS.

Huxuburopn ¥ mHayxTopH Ha CYP3A MoraT CcbOTBETHO Ja NOBHIIAT H HAMAIAT [JIa3MEHHTE
KOHUEHTpaLWMH, a OTTaM M e(EeKTUTe Ha MHIA30J1aM, K8TO TOBAa H3HCKBA CHOTBETHO KOpHrApaHe Ha
[O3aTa.

dapMakOKHHETHUHHTE B3aMMoJeHcTBHA ¢ HHXHOHTOpH WK HHAYKTOpH Ha CYP3Ad4 ca no-u3pasenu
ciieql MEPOPATHO NPHIOKEHHEe B CPABHEHME C WHTPaBEHO3HO NMPWIOKEHHE HA MHMAA301aM, 0coOeHo
nopaau HaaHuueTo Ha CYP3 A4 B ropHHTE OTACNH Ha CTOMALIHO-YPEBHH TpakT. [IpH nepopanHus meT
Ha BBBEKAAHE CE MPOMEHA H CHCTEMHHA KJIMPbHC, H GHOHATHYHOCTTA, AOKATO IMPH NapeHTEPAITHHAR IThT
Ha TIPWIOXKEHHE C¢ NPOABABAT CAMO NPOMEHHTE B CHCTEMHHA KIIMPBHC.




Cnea WHTpPaBeHO3HO NPHIOKEHME HA CAHOKpaTHA [03a MHJa30jaM IMOCNEOCTBHATA BBPXY
MaKCHMaTHHMA KIMHMYEH edekT, Arnkamy ce ra unxubupane Ha CYP3 A4, me ObaaT MaJIKK, JOKATO

MPOABDKHTENHOCTTa Ha edekTa MOXe Aa Obje ysemnueHa. Criell MPOAL/IDKHTEIHO NPHNIOKCHHE Ha
MHaazonaM, obaue, nMpu HanaWyHe Ha HHxHOupaHe Ha CYP3A4 me ce ypenMuar BeJIMYHHATA H

MPOABDKHTEIHOCTTA Ha eexTa.

Hama npoyuBaHHa Ha NMpOMAHATA Ha (apMaKOKMHETHKATA HA MHAa3ogaM noj snusHue Ha CYP3A4
ClIE[ PEKTanTHO M MHTPaMyCKYAHO rpunoxeHue. OJaksa ce, 4e Te3H B3auMOJeiCcTBHA Lie ca no-¢aabo
H3Pa3eHH fIPH PEKTAJICH B CPABHEHWE C MepopasieH NMhT Ha BbBEXKIAAHE Nopaad 3acOMKandHe Ha
CTOMAIIHO-YPEBHHA TPAKT, JOKATO CJiefl KHTPAMYCKYJIHO NPUNOXKEHHE e(peKTHTE HA W3MEHEHHETO MO
pr3aciicreue Ha CYP3A4 e Ou TpaOmano na ca 3HAMMTENIHO MO-Pa’ii4HH OT HAOMOAABAHUTE Clek
MHTPABEHO3HO MPWIOKEHHE Ha MHA30/1aM,

ITpu exHOBPEMEHHO NpiokeHne ¢ HHXHOHUTOP Ha CYP3 A4 KiMHUYHHMTE eeKTH HA MHIA30/1aM MOTAT
Ia 6bIaT No-CHIHH, & ChIIO H MNO-IWITOTPaiiHU U MOXE ZIa C€ HanoXK no-Hucka Ao3a. [lopagm Tosa ce
[IPEeropbYBA BHEMATENHO NPOCAEIIBAHE HA KTHHWYHHTE e(PeKTH M )KH3HEHUTE NMPU3HALH NIPH ynoTpeba
Ha MHAA30J1aM, KaTo Ce HMa MpeJBHI, Y€ TC MOXKE Ja Ca NO-H3Pa3eHH H A& NPOABDKAT MO-ABJIro MpH
eAHOBPEMEHHO NpHoxkerue Ha HHXHOuTOp Ha CYP3 A4, nopH H ako To# € naJieH caMo BeIHbXK. Tpadea
na ce oTOeNnexH, Y€ NPUIoKEeHHETO Ha BUCOKH 1034 HJIH NPOAB/DKHTEIHAE HHDY3Ud Ha MHA30/1aM ITPH
MatMeHTH, MoJy4yaBalnd MomuH HHXxuOuTOpH Ha CYP3A4, Hanp. NpH MHTCH3IHBHH MPHKH, MOXe Ja
AOBeNE A0 NPOIWDKWTENIHH XMITHOTHYHH €(QEKTH, 3a0aBE€HO BB3CTAHOBEBAHEC H pPeCNHMpaTOpH2
flenpecHn, KATO MOpajy TOBA Ce Hanara KOpurupaHe Ha fosata. [Ipy eqHOBpeMEHHO MpHIOXKeHHE ©
uaaykTop Ha CYP3A4 knuHHUHHATE edeKTH Ha MHAA30/1aM Morat ja 6naaT no-ciabu, a chilo U no-
KpaTKOCPOYHH M MOJKE 1a C€ HAJIOKM MO-BHCOKa J034.

[To oTHOIEHHe Ha MHAYKIMATA TPIOBa A2 ce HMa MPEeABH, Ue 3a MPOoLEeca Ha HHAYKLWA Ca HEOOXOAHMH
HAKOJIKO AHH, 33 113 ¢€ JOCTHIHE MaKCHMANHHAT eeKT M CBHIO Taka HAKONKO JHH, 34 Ia OT3IBYYH. 3a
pa3/IHKa OT HAKONKOJHEBHO JieHeHHE C HHAYKTOP, KPaTKOTPAHHOTO JICUCHHE Ce OUaKBa Aa A0BelE A0
no-cyao M3pa3eHW B3aHMOACHCTBHA THI ,JIEKAPCTBO-JiekapcTso” ¢ Mmupaszonam. Ilpu mouuute
HHIYKTOPH, 00aye, He MOoXKe [1a ce H3KMIOYH KIHHHYHO 3HaYHMa HHAYKLMS TOPH H ClIe]l KParKoTpaHHo
NeveHHeE.

He e u3BecTHO MHAA30/aM 18 MPOMEHA PapMakOKMHETHKATA HA JPYTH JIEKapCTBa

eKA HHA KOHTO HHXHOUpAaT CYP3A:

A3zono6u anmumuxomuyii;

« KeTokoHa30/1 NOBHILABA IUTA3MEHHUTE KOHLICHTPALHH HA HHTPABEHO3HO NPHUIOKCH MHA30/1aM
5 BTH, KATO TEPMHHAIHHAT MOJY)KHBOT C€ YBEIIHYaBa OKOJO 3 MTH. AKO HapeHTepaleH
MMA30/1aM C€ NPWIOKH eJHOBPEMEHHO ¢ KeTOKOHAa30J1, MollieH HHXuOuTop Ha CYP3A, ToBa
TpaOBa /1a ce W3BBPINM B MHTEH3MBHO OTAEJICHHWE WM MPH NMOJOOHM YCIOBHA C OCHIYPEHH
BBH3MOXKHOCTH 32 CTPUKTHO KIIHHHYHO HabMmoAeHHE H 38 NOAXOAALI0 MEAHLIMHCKO JIeYEeHHE NpH
peciMpaTopHa JAenpecHs WWIH MpOTWDKHTENHa cenauuia. Tpabea na ce mmar npensui
BHUMATEIHO NO3UPAHE B KOPUTHPaHe Ha 103aTa, 0COOCHO MPH HHTPABEHO3HO MPHIOKEHUE Ha
MOBeYE OT €AHa A03a MuAa30MaM. ChliuTe NPEeOPBhKH MOXE a C€ OTHACAT U 0 APYTH a30JI0BH
AHTHMHUKOTHIHM (BXK. [10-HATaThK), Thii KATO HMa CHOOLIEHHA 32 3aCHIICHH, Makap ¥ B NO-Majka
CTelneH, CEAATHBHH €(eKTH NpH HHTPABECHO3HO NPHWIOKEHHE HA MHAA30JIaM.

« BopukoHazon noBMINaBa ekcno3uviMaTa (IUIA3MEHATA KOHLEHTpallMA) Ha HHTPABEHO3CH
MHA3018M 3 ITbTH, KATO EIHMHHALIMOHHHAT MY MOTY)KHBOT C€ YBE/IHYABA OKOJIO 3 ITBTH.

» DrykoHa30Jl H HMTPAKOHA30/ TNOBMIUIABAT IUIa3MEHHTE KOHLCHTPALHH HA HHTpaBe
MHAa30J1aM 2-3 IThTH, ¢ €AHOBPEMCHHO YBEIIHYCHHE HA TEPMUHANHUA TOJYXKHBOT C
2,4 ITbTH 32 UTpakoHa3oa U 1,5 mbTH 3a quiykoHa3on.




e [To3akoHa3z0a NOBHILABA IUTA3MEHHTE KOHLIGHTPALMM HA WHTPRBEHO3EH MHAA3071aM OKOMo 2

THTH.
« Tpsabpa na ce uMa NPEABKA, Y€ aKO MHAA30JIAM C€ MpHIara nepopasHoO, EKCMO3HIHWATE MY LIE
6ble [OPacTHYHO NO-TOJIAMA OT CINOMEHAaTHTe fO-rope, O0CODeHO IMpH KETOKOHa3o,
HTPAXOHA30JI, BOPHKOHA3OJL.

AMIOyanTe/GpIaKoRATEe MALA30/IAM He CA NOKASAHH 32 NEPOPANIHO NPHIOKEHRE.

Maxponuouy anmubuomuyu
e EpuTpOMMIMH BOAM AC MNOBHIIABAHE HA IUIA3MCHUTE KOHUCHTpAlHH Ha WHTPaBEHO3EH

MHIa301aM OK0JIO 1,6-2 ITETH ¥ HA TEPMHUHAIHHUA NOMYXHBOT Ha MUAazonaM 1,5-1,8 meTH.
e KnapHTpoOMHIHH NOBKILABA IJIA3MEHHTE KOHLIEHTPaliiM Ha MHMAA30JIaM ¢ 0 2,5 ObTH H Ha
TEPMHHAITHHA MOMYXHBOT - 1,5-2 MbTH.

HomeanurenHa HHGOpMAaLMS OT fIEPOPANHO NPHIOKEH MHAA30/1aM
¢ TeaUTPOMHUUMH NMOBHILABA IUIA3MEHHTE RMBA Ha NMEPOPATHHA MHIA30JIaM 6 IMbTH.
¢ POKCHTpPOMHLIMH: BBIpEeKM Y€ HAMa HMH(QOpMailHf 3a NPWIOKEHWE HAa POKCHTPOMHLHH
MHIA30/iaM HHTPaBEHO3HO, cnabuAT edekT BbPXY TEPMHHAHHA MOJYXKHUBOT Ha NEPOPAIHO
NpHIOKEH MHAAa3onaM Tabnerku, Bomem Ao moBHieHHe ¢ 30%, moka3sa, ue edexruTe Ha
POKCHTPOMMIIMH BHPXY MHTPABEHO3HO NPHIOXKEH MHAA30/1aM MOXE Ja Ca MajlkH.

Humpasenoznu anecmemunu
e [Iponodon, MPUIOKEH HHTPABSHO3HO, YBEIHYaBa IUTourTa noj kpusara (AUC) » nomyxmBoTa
HAa WHTPABEHO3HHMA MuAa3onaM 1,6 eTH.

[Ipomeaznu unxubumopu

o CaxkBUHABHD M APYTH NIPOTEA3HH HHXHOWTOPH Ha YOBEIIKH HMYHHOAEHHUMTHH BHPYCH (HIV):
eTHOBPEMEHHOTO TPWIOKEHHE ¢ MpOTCa3HH HHXMOMTODH MOXE Aa IPEAW3BHKA TIOJAMO
yBEIMUEHHE HA KOHLUEHTpalMATa Ha MHaazonaM. IIpM eXHOBpEMEHHO MpPHIIOKCHHE C
JIOITHHABHP, NOACHIBAIL €(eKTa Ha PHTOHABHP, IUTASMEHHTE KOHLECHTPALIHH HA HHTPAaBEHO3EH
MHAA30/1aM Ce MOBHUIABAT OKOMO 5,4 ITETH, CBBP3aHO ¢ NOXOOHO MOBHINIABAHE HA TEPMHUHAITHUA
nomy>xusoT. [Ipyu eaAHOBpEMEHHO MPWIOKEHHE Ha napeHTepanel Muaasonam ¢ HIV nporeasnu
HHXUOUTOPH JieueHHeTo TpAOBa Aa ce HaBbpLIa IPH YCJIOBHA, NOJOOHH Ha OMHCAHHTE MO-rope
8 paszie)ia 3a a30JI0BH AaHTUMHKOTHLIM, KETOKOHA3OJL.

e [IlIporeasuu uuxuGHTopu Ha Bupyca Ha xenatur C (HCV): GouenpeBup m TenanpeBHp
HAMAaNABAT KIUpbHca Ha MyjasonaMm. Tosu edext Boau 1o 3,4-kpaTHo yBemueHne Ha AUC Ha
MHA30/1aM 1]l HHTPABEHO3HO NPUIOKEHHE H YAL/KABR NONTYKHBOTA 4 ITBTH.

JIOMBJHHMTEHA MHQOPMAIMA OT NEPOPATHO IPHIIOKEH MKAA30NaM

B13 ocHOBa Ha AaHHH oT Apyrd HHXHOHTOpH Ha CYP3A4 ce ouakBa IUIa3MEHHTE KOHLICHTPAUHH Ha
MHIa30JiaM Ja ca 3HAYHMMO NO-BHCOKH, KOraTo MMazojaM ce npwiara nepopanHo. Ilopaam Toea
MpoTeasHuTe MHXHOMTOpPH He TpAGBa na ce MpuUnaraT €JHOBPEMEHHO ¢ NEPOPAIHO MPHJIOKEH
MMIa30J1aM.

Broxepu na xanyuesume KAHAY (KQayuesu aumazorucmu)

o JlunTHa3zeM: €AHOKPATHA 038 UITHA3eM, NpWIarad Ha NMALNCHTH, NOLIOXKCHH Ha Oajinac Ha
KOPOHApHA ApPTEpHA, MOBMUIABA TUTA3MEHATA KOHLCHTPALIMA Ha HHTPaBCHO3EH MHIA30JiaM C
okono 25%, a TEpMHHATHHAT NONYKUBOT ce YADKaBa ¢ 43%. Toaa € no-Manko or 4-KpaTHoTo
yBEJIHYECHHE, KoeTO ce Habioaasa cie/ nepopanio NpUIOKEHHE HA MHA30/1aM.

JotrenHuTeNnHA HHPOPMALHA OT MEPOPAICH MHAA30/IAM
BepanaMil MOBHINABA IUIA3MEHATA KOHLIEHTPallHA Ha fepopaneH Muaaszonam 3 muTH. TepM
TONYKHBOT HAa MHZ@30N1aM C¢ yanDKasa ¢ 41%.




Jpyeu rexapcmea/pacmumentu npooyKmu

ATopBacTaTH noxassa 1,4-kpaTHO NOBMLIABAHE HA [UIR3MCHHTE KOHUCHTPALHH Ha
MHTPaBEHO3€H MHAA30JIAM B CPABHEHHE C KOHTPOJIHATA TPyna.

UurparenosuuaT ¢eHraHn e ciaab uHXuOHTOp Ha eIMMHHHMpaHeTO Ha MHiasonam: AUC u
MONY>XMBOTHT HAa HHTPABEHO3HHA MHJA30JlaM Ce yBenuw4aear 1,5 NMBTH NpH HaIH4YME Ha
(beHTaHHIIL.

HomeaHUTETHA HEHGOPMAELIMA OT nepopaneH MHAA30J1aM

Hedasonon noBHInaBa IUIA3MEHMTE KOHLIEHTPAllMH Ha rnepopateH Muaasonam 4,6 nbTd
yIBDKABA TEPMHHAIHHA MY MOTYXHBOT 1,6 IBTH.

Anpenurantr 80 mg AHEBHO NpeaW3BHKBA A038-33BMCHMO NOBHINABAHE HA ILUTA3MEHMTE
KOMLIEHTPALIMK Ha MEepPOpaATHO NPWIOKEH MHAA3ojIaM 3,3 ITbTH H yAB/DKABA TCPMHHAITHWA
NOMYKHBOT OKOJIO 2 MBTH.

JlexkapcTBeHH NPOAYKTH, koHTo uHayuMpar CYP3A

Cnen npuinoxeHue Ha puamnuima 600 mg BeAHEXK JHEBHO 38 7 JOHH IUIA3MEHMTE
KOHUCHTpallHH HA HHTPABEHO3€H MHWa3ojiaM HamansBar ¢ okono 60%. TepMuUHANHMAT
NOJIY>KHBOT HamMansasa ¢ oKoJo 50-60%.

Tuxarpenop ¢ ¢nab nHaykrop Ha CYP3A s uma caMo cnabu edekTH BLpXy €KCNO3MIMHTE Ha
HHTPABEHO3HO NMPHIOKEHUTe MURazonam (-12%) u 4-xuapokcumuaasosnam (-23%).

HonmenHurenna vHGOpMaLHA OT nepopaied MHIa30/1aM

PudaMnuimH BOAH A0 HAMANIEHHE Ha IUIR3MEHHTE KOHLICHTPALMH Ha NepOopaleH MUAA30/1aMm ¢
96% MpH 34paBHU JIHLIA, KATO IICHXOMOTOPHHTE MY €(DEKTH Ca H34E3HAIH NOYTH HAITBIHO,
Kap6amaszenmuu/(heHUTOMH: MHOIOKPATHO NPWIOKEHHE Ha KapOaMasennH WiH QEHHTOHH BOAH
[0 HaMaleHUE HA [UIa3MEHHTE KOHLEHTpAIHH Ha epopalieH MugasonaM ¢ 10 90% u ckneaBa
TEPMHHATHUA NoyXuBoT ¢ 60%.

Mmuoro cunHara BRAyKiks Ha CYP3A4, sabmonasana cien MUTOTaH HIIH €H3ATyTaMul, BOJAH
A0 3HAMHTENHO M OBITOTPAHHO HAMAadBaHe Ha HHBaTa Ha MHAAa30jaM IpH NAWCHTH C paK.
AUC Ha nepopaHO NMPHNOKEH MHIA30/1aM € HaMaJIeH CBOTBETHO 10 5% u 14% ot HopManHUTe
CTOMHOCTH.

Knobazam u edasupenn ca cnadu MHOYKTopH Ha MeTabony3ma HA MHAA30/aM H HAMAIABAT
AUC Ha u3xonHoTOo cheauHeHmne ¢ npubnusurenHo 30%. CrnorBerHo MmMa 4 -5-KpaTHO
ypenHuende Ha  cvorHomenuero Ha CYP3A  renepupanus  merabomur  (1°-
XHAPOXCHMH/IA30/1AM) M3XOJHOTO BEINECTBO, HO KIHHHYHOTO 3HAYCHME HA TO3H (akt e
HEU3BECTHO.

Bepmypadennb Moxynupa CYP usoeHsumHTe 4 MHAyuMpa neko CYP3A4: npunaradeTro Ha
MHOTOKPATHH JO3H BOJAH /{0 CPeAHO HAMAIABAHE HA EKCTMIO3HLIMATA Ha MEPOPATHHA MHIA30/1aM
¢ 32% (npu no 80% ot xopara).

Pacmumennu aexapcmeaenu npooyxmu u Xpana

XKBITHAT KAHTAPHOH HAMAIABA IUIA3MECHMTE KOHLICHTPAlMH Ha MuAasonaM ¢ oxono 20-40%,
KOETO C€ CBHP3Ba C HAMAIABAHE HA TEPMUHAITHHA NMOTYKUBOT ¢ okonio 15-17%. B 3aBucHMOCT

OT KOHKPETHHS eKCTPaKT Ha XbiATHA KaHTapHoH CYP3A4-uHayunpaumar edexr mMoxe ja
BapHpa.

JomenHuTeNHa HHGOpMaLMs OT nepopaeH MHAa30JIaM
KpepueTHHsT (ChABPAKALI C€ ¥ B THHKO Owio6a) ¥ KEeHIEHBT HMaT citad eH3MMEH e(eKT H HAaManABaT
eKCTIO3MIIATA HA MUIA30JIaM CIIeA IepOpaHO MpHIoKeHKe ¢ mpubnusurenHo 20-30%.

Ocmpo usmecmsarne Ha npomeuna




e Banmpoesa KMCEJHHA: He MOXe Aa OBIe W3KMOYEHa NOBHINEHA KOHLIEHTpALHA Ha cBODOAeH
MHZIa30J1aM 1opaa¥ H3MECTBAHE HA MECTATA Ha CBBP3BAHE HA NJA3MCHUTE [IPOTEHHH C
BAJINPOEBATa KHCEITHHA, HO KITHHHYHOTO 3HaYCHHE Ha TAKOBA B3aHMOJIEHCTBHE € HEU3BECTHO.

dapMakoJHHAMAYHH B3aHMOISHCTBHS , JICKADCTBO — IEKADCTBO™
EAHOBpEMEHHOTO MPWIOKEHNE HA MKAA30JIaM C IPYTH CEaTHBHW/CHHOTBOPHH CPEACTBA H IENIPECAHTH

Ha 1{HC, sxnouMTeTHO akoXo0s1, MOXKE Ja AOBEAE N0 3aCHiICHA CeAallvia H ChpACUYHA H PEeCIIHPATOpHA
NeTIpEeCcHs.

[IpuMepHTE BKMOUBAT HAPKOTHYHH MPOH3BOAHM (HE3aBHCHMO JAIH C€ H3MOJ3BAT KATO aHANICTHLIH,
CPEACTRA MPOTHB KAULTHMIA WK KATO 3aMECTBAIIO JICHEHHE), BHTHIICHXOTHIH, APYTH OEH30HA3CIHHH,
H3MOM3BAHN KATO AHKCHMOJMTHLIM WIH CBHOTBOpHM, OapOmTypatH, nponodosi, KCTAMHH, €TOMHAAT,
CeNaTHBHH aHTUAenpecaHTH, H1-aHTMXHCTAMHHH OT MO-CTapH MOKOJNEHHA H AHTHXHUIIEPTEH3HBHH

NEeKapCTBa C HEHTPATHO ACHCTBHE,

AJIKOXON'BT MOXKE 3HAYMTE/IHO Aa 3aCHIM cellaTHBHHA e(deKkT Ha MHAasonam. CHIHO ce npenopbhysa
MPHEMBT Ha AJIKOXOJ Ja ce U30ArBa MpH NPHIOKEHHE HA MUA30/1aM (BXK. TOUKa 4.4).

MuaazonaM NOHWXKABA MHHHMANHATAZ ajBeojiapHa KoHueHTpauus (MAK) Ha HHXanatopHure
AHEeCTETHLIH.

Onuouu:

EaHoBpeMeHHaTa ynoTpeta Ha YCIOKOHTE/THH IeKapCTBa KaTo OeH3011a3eMMHH WK CPOJHH eKapCTBa
KaTO MHMAA30/aM ¢ OMHOHIH YBEJIHYABa PHCKA OT CEfalMs, pPecllHpaTopHa ACNpecHs, KOMa H CMBpPT
nopany aguTuBHuA edexr Ha nenpecaHTH Ha LIHC. JosupoBkaTta ¥ MPOABDKMTENHOCTTA Ha
eHOBpeMeHHaTa ynotpeba Tpsbpa aa 6baaT orpaHHueHH (BXK. TOYKA 4.4).

4.6 DPepraaunTter, lpeMEHBOCT B KbPMEHE

bpemeHHOCT
Hsama AOCTATHYHO JaHHH 32 OlieHKa Ha 6e30MacHOCTTa Ha MHAA30J1aM fI0 BpeMe Ha OPEMEHHOCT.

[IpoyuBanHaTa BBLPXY JKMBOTHH HE MOKA3BaT TepaToreHeH egeKkT, HO KakTo NpH ApyTHTe
Gen3onHaserHHn € HadmoaaBaHa PETOTOKCHYHOCT.

HsMa JaHHM 33 €KCNO3WLMA Ha OpeMEHHM JKE€HH Nnpe3 MbpBHTE ABE TPHMECCUHT HA OPEMEHHOCTTA.
[peanonara ce, 4e HIMOM3BaHETO Ha GEH30MA3EMHH Ipe3 ITHPBOTO TPHMECeuHe Ha GPEeMEHHOCTTa Ce
CBBP3Ba C YBEJIHYCH PHCK OT BPOICHH aHOMAITHH.

HUma choOIEeHHA, Y€ NPHIIaraHeTo Ha BHCOKH ZO3M MHAA30J]aM Nnpe3 MOCAENHOTO TPUMECEYHE OT
OpeMEeHHOCTTa, TIO BpPEME Ha paxkJaHe, HIH KOraro ce mpuiara 3a yBoJ B aHECTE3HA MpH LE3apoBO
cedeHHe, MPEAN3BUKBA HEXENaHH peakiliH mpy MaikaTta H IU10oAa (pHCK 0T HHXAJIMpaHe TPH MaHKara,
HEepHTMHMYHA ChpAcYHa ACHHOCT Ha IUIOAA, XHIIOTOHHA, JIOUIO CYYEHE, XHIIOTCPMHUA H PECITHPATOPHA
AerpecHs NpH HOBOPOACHOTO).

OcBeH TOBa HOBOPOJEHH OT MaiMKd, KOMTO Npe3 MocieaHHs eTan oT OpeMEeHHOCTTa ¢a npueManH
XpOHMYHO GeH3oaMa3eNHHH, MOXKE Ja Ca pasBWIH (PH3IHYECKA 3ABHCHMOCT M J1a €2 H3JIOKCHH Ha
M3BECTEH PUCK OT Pa3BHTHE HA CHMITTOMH HA OTHEMAHE B MOCTHATAIHUA HEPHOA.

CnepnoBaTeniHo, MHAA30/1aM He TpaOBa Zla ce npwiara rno BpeMe Ha OpeMEHHOCT, OCBEH aKoO TOBA €
KaTeropuuHo HeoOxomumo. [lpenopbunTento ¢ aa ce uszbarsa ynorpebata My NpH M3BbPIIBAHE
11e3apOB0O CCUYCHHE.




[Tpu npunoKEeHHe HA MUA3071aM NOPaJM XUPYpruvHa onepauus 61130 10 TepMUHa TpiOBa 1a ce Mma
[peaBH]] PUCKA 32 HOBOPOJAEHOTO.

KnpMmeHe
Muzna3oiaM NMPOHUKBA B MAJKH KOJIMYECTBA B KbpMara. MalKuTe, KOMTO KbpMAT, TpsOBa aa Obaar

CHBETBAHM /14 MPEKBCHAT KbPMEHETO 3a 24 yaca cJie/l MPHJIOKEHHETO Ha MH1a30J1aM.

4.7 EdexTn Bbpxy cnocobnocTTa 32 modupane u padbora ¢ MAIHHH

CenupaHe, aMHe3Msi, HapylIeHO BHHMaHHE W HapylleHa MYCKyJlHa (YHKLHs MOraT Ja MOBJIHSAAT
He6GiaronpuaTHO crnocoGHOCTTa 3a modupane W padora ¢ MawmHU. [lpean na nomy4uw Muaasojam
naMeHTHT TpsAGBa 1a Gbje npeaynpeaeH Aa He wodHupa U a He pabOTH C MAUIWHM, JI0KAaTO HE Ce
BH3CTAHOBH HambJIHO. JlekapaT TpAOBa Ja MpelieHd Kora MOXe /1a ¢€ Bb30OHOBAT T€3H JACHHOCTH.
[IpenopbuBa ce MauueHTHT Ja ObAe MPHIApPY’KaBaH, KOraro Ce Bpblla BKBLIM CJI€/] U3MMCBAHETO OT
OonHHULaTA.

BeposiTHOCTTa OT HapylieHO BHUMAHHUE Ce MOBHINABA, aKO MALMEHTHT HE € Crajl JI0CTaThb4yHO HIIH €
KOHCYMHpaI alKoXoJ (BxkK. To4ka 4.5).

4.8 Hexesann JeKapCcTBeHH peaKlinH

CneaHUTE HEXEJIAHH JIEKAPCTBEHH PEakiMH ca choOIIaBaHH Cjie/l HHKCKTHPaHe Ha MHa30/1aMm.

YecroraTra Ha HEXKEJIAHHTE PEAKLIMH Ce KIIaCH(PHLIMPA B CJIETHUTE KATErOPHH:

MHOro 4ecTH >1/10
YectH 1=1/100 no <1/10
Heuectu >1/1 000 no <1/100
Penku >1/10 000 no <1/1 000
MHoro peaku <1/10 000
C Heu3BecTHa Ot HAJIHYHHKTE JJaHHK HEe MOXe Ja Ob/e HanpaBeHa OLIEHKa
4yecroTa
Hapywenus na umynnama cucmema
C Heu3BecTHa CBpBX4yBCTBUTETHOCT, aHTHOE/IEM, aHA(DUIAKTHYEH LIOK
yecrora
IHcuxuynu napyuwenus
C Heu3BeCcTHa ChcTOsiHHE Ha OOBPKAHOCT, [E30pHEHTALMsA, €MOLMOHA/IHM HapylUeHHA H
4yecToTa HapylIEHHs HA HACTPOSHHUETO, MPOMEHH B JIMOMIOTO
Mdu3nyecka JiekapcTBeHa 3aBUCHMOCT M CHHAPOM Ha OTHEMaHE
3noynorpeba
[lapanokcaJiHH  peakuuu *  BKJIIOYHMTENHO, HECMOKOHCTBO, BB30Yy/1a,
pa3/ipa3HUTEIHOCT,  HEPBHOCT,  BPaXJAeOHOCT,  THAB,  arpecHBHOCT,
0e3MOKOMCTBO, KOLIMApH, HeoOMYaMHW CBHHIIA, XATIOLMHALMH, [CHXO3M,
HEMOAXOAALIO TMOBEJEHHE M JPYrH HeOJIaronpuUsTHH TMOBEAEHYECKH e€(eKTH,
MapOKCHU3MAITHO BBIIHEHHE
Hapywenus na nepsnama cucmema




C Heu3BecTHa HeBonHM OBWXKEHHA (BKIIOYHTENHO TOHHYHM / KIOHUYHH JIBHKEHHA M
4yecToTa MYCKYJIEeH TpeMop) *, XxunepakTuBHOCT *

Cenaums  (MpOABJDKMTENHA M CIIEJONEpaTHBHA), HaMaJieHO BHUMaHME,
CHH/JIMBOCT, TJ1aBOOOSME, 3aMasiHOCT, AaTaKCHs, aHTeporpajHa aMHe3us **,
MPOAB/DKHTEIHOCTTA HA KOATO € MPAKO CBbP3aHa C MpHJIoXKeHaTa 103a
CrobiiaBa ce 3a KOHBYJICHH NPH HeJJOHOCeHHU Oebera U HOBOPOJAEHH
KoHBYJICHM PH OTHEMAHE Ha JIEKApCTBOTO

{

Cvpoeunu napyuienus

C HeusBecTHa CopaeyeH apect, Opaaukapaus, Cunapom Ha KyHuc****
4yecToTa

Cv0o6u napyuenus

C Heu3BeCTHa XunoroHus, Bazoauiaaraius, Tpomboduedur, rpomd03a
4ecToTa

Pecnupamopnu napywenus

C HeW3BeCTHa PecniupaTopHa ienpecus, anHes, pecriupaTopeH apecT, AHCITHes, JTapHHIOCNa3bM,
4yecToTa XbJILIAHE

Cmauamno-qpeeu;: HapYUuleHuA

C HeusBecTHa ["aneHe, noBpbllaHe, 3areK, Cyxora B ycrara

yecroTa

Hapywenusa na kodxcama u nOOKOICHAMAa mvKau

C Heun3BecTHa OOpuB, ypTHKapus, IpypHUTYC

4yecToTa

Obuwyu Hapywienus u epexmu Ha MACMONMO HA NPUNOJCEHUE

C HeusBecTHa YMopa, epuTeMa Ha MACTOTO Ha HHXKEKTHpaHe, 0ojika Ha MACTOTO Ha
4yecToTa WHIKEKTHpaHe

Hapanasanus, ompasanus u YyCAONCHEHUSA, 6b3HUKHAIU 6 pe3yimam Ha unmepeenyuu

C Heu3BeCTHa [Mapanus, ppakrypu***

yecrora

Coyuannu npeonocmasku

C Heu3BeCTHa duzuuecko Hacuiue*
yecrora

* Te3n mapaJioOKCAJIHH peakiuu ca OwiH cbhoOlaBaHd 0COOEHO MpH Jeua H NalMeHTH B CTap4yecka
BB3pacT (BXK. Touka 4.4).

¥* AHTeporpajaHa aMHe3Ws MO)Xe Bce olle Ja ce HaOimoJaBa B Kpas Ha npoueaypara, a B OTAE/IHH
clIy4aH ce choOIaBa 3a NPOAb/DKUTE/IHA aMHE3Us (BXK. TOUKa 4.4).

*** Ima cboOLeHud 3a najaHus U GpakTypH Npu nosi3saresy Ha OeHsoanasenuH. PUCKBT OT najgaHus
u GpaKTypHu ce yBesJHYaBa MPH TE3H, KOMTO €IHOBPEMEHHO NPHEMAT YCIOKOMTEIHH (BITIOYHUTETHO
AJTKOXOJIHH HAITMTKH ), KAKTO H TMPH XOpa B CTapyecKa Bb3pacT.

¥¥**0co0eHO cnel napeHTepaiHO NPUIIOKEHHE

3aBHCUMOCT:

Ynorpebara Ha MH/Aa30J1aM, JIOPH B TEPANeBTHYHHM 103, MOJXKE J1a IOBEJIE /IO Pa3BUTHE HA (HU3HYeCcKa
3apucumMocT. Ciiell mpoIb/KHTETHO HHTPABEHO3HO MMPUJIOKEHHE MPEKBCBAHETO HA NMPHJIOKEHHETO Ha
JIEKapCTBEHHUA MPOIYKT, 0OCOOEHO PA3KOTO NPEKbCBaHE, MOXE /@ IOBe/le 10 CHMIITOMH Ha OTHEMaHe,
BKJTFOUMTE/THO IbpuoBe (BXK. Touka 4.4). JloksiaiBaHu ca 3/10ynoTpeOH.

HabmoaaBaT ce TeXKH ChbPACYHOCHIOBH HEXKENAHH peakuuH. [10-BeposaTHO € XKMBOTO3acTpaLll
CbCTOSHHMS Jla HACTBIIAT NMPH Bb3pacTHH Hax 60-roauiiHa BB3paCT M MPH TE3W C Npen
JMXaTeJTHA HEIOCTAThYHOCT MJTH HapylleHa Chpae4yHa QyHKIMA, 0OCOOEHO KOraTo HHIKEKII
MHOro O'bP30 WJIM KOraTo ce nmpujiara BUCOKa J103a (Bxk. Touka 4.4).




o0 Ha MOAO3M H aHy
C1o61aBaHeTo Ha MOJO3HPAHH HEXKETAHH PEaKLMH €1/l paspeliaBaHe 3a yriorpeba Ha JICKapCTBeHUS
MPOMYKT € BaxHO. TOBa MO3BOMNABA A8 NPOAWDKH HaOMIOACHHETO HA CHOTHOIIEHHETO TI0JI3a/PHCK 33
NeKapcTBEHHA MPOXyKT. OT MEIHLIMHCKMTE CIIELMAHCTH C€ H3HCKBA Aa CHhOOLIABAT BCAKA NOAO3HPaHa
HEeXEIaHa PeaKLMs Ypes.
H3mrpHUTE IHA areHIHA 110 JIEKApCTBATA
yi. ,,Jamaus I'pyep” Ne 8
1303 Codmn
Ten.: +35928903417
yebGcaliT: www.bda.bg

4.9 Ilpepo3mpane

CuMmroMu

Kakro apyrure OGeHzommMazendHM, MHAa30laM OOHMKHOBEHO FMpPEAM3BMKBA CBHJIIMBOCY, ATAKCHA,
ausaprpus W HucrarbM. [IpenoswpaHeTo Ha MHAA30/AaM PALKO € JKHBOTO3ACTpaLIaBallo, ako
JIEKAPCTBOTO € MPHETO CAMOCTOATENHO, HO MOXE Jla AOBEAE RO apeduieKcus, anHes, XHIOTOHHA,
CBHPIESHHO-PECTIHPATOPHA RENPECHA M B PeIKH Clyuau /1o koMma. IIpy rospa Ha koMa, TS OOHKHOBEHO
[POAL/DKABA HAKOJKO Yaca, HO Moxe ja 6b/e mporpaxyipada ¥ LIMKIHYHA, OCOOSHO NPH NALMEHTH B
crapuecky BripacT. EQexTiTe Ha pecriHparopHa aenpecus Ha GeH30aMa3eNMHUTE Ca 0-CEPHO3HH NPH
MALHEHTH ¢ pECIHPATOPHO 3ab0NsABaHE.

bersonuazenuHHTe 3aCHIBAT edeKTUTE HA APYTHTE ACAIPECAHTH Ha LICHTpaHaTa HEepPBHA CHCTEMA,
BKITIOYHTEIHO ATKOXO.

JleucHue

IMpocnenspaT ce XU3IHEHHUTE MPH3HALM Ha MALMEHTHTE U CE MPEITPHEMAT NOAABPKALIA MEPKH CNIOpEN
KIHHHYHOTO CBCTOSHHE Ha nanuenTta. [lo-cneuuanHo, MalLHEHTHTE MOXKE [a HMAT HyXaa oOT
CHMITTOMATHYHO JIEYE€HHE Ha ChPAEYHO-pecnHparopHHTe edekTd WIH ¢pEeKTHTE HA LEHTpanHara
HEpPBHA CHCTEMA.

[Ipu nepopanen npuem TpabBa fa ce NMPeNOTBPATH NO-HATATHILIHATA &0COPOLMA O MOAXONALL HAYHH,
KATO HAMpPHMEp JiedeHHe 1o 1-2 yaca ¢ aKTHBEH BbMUICH. AKO AKTMBHHAT BBIVIEH C€ H3MOJN3Ba NpH
ChH/IHBH TALIMEHTH, 3AIIMTATA HA NMXATEJIHHTE IMHTHHIA € 38aAbDKHTenHa. B ciywalt Ha cMeceHo
[OFTLIAHE MOXE /13 C€ MMPEABHAH CTOMALIIHA IPOMHBKA, HO HE KATO PYTHHHA MApKA.

IIpn Texka genpecus Ha I[[HC TpsaGea na ce uMa npeasua ynorpebata Ha QaymaseHun,
OeH301Ha3eMMHOB AHTArOHHCT.

ToBa Tps6Ba Na ce U3IBBPUIK CaMo NMpH CTPOro HAGMONEHHE HA CHCTOAHHETO Ha naudeHTa. Tok uma
KpaThK MOTYKHBOT (OKOJNO €[MH 4ac), Mopalid TOBA MMALHCHTHTE, HA KOKTO € NpUokeH duryMaseHunn,
ce Hy»KZadT or HabmopeHue ciiell OT3By4aBaHe Ha ediekta My. DirymaseHun Tpsabsa Aa ce H3nonssa
M3KIIOYMTEIHO BHMMATEJHO NPH HATHYHE HA JIEKAPCTBA, KOHTO HaMalIABAT I'bPYOBHA Mpar (karo
HANPHMEDP TPULMKIMYHH AHTUAENpEecaHTH). 3a HOMWIHHTEIHA WHPOPMAUMA OTHOCHO NPAaBUIIHATA
ynorpeba Ha TOBa JIEKAPCTBO, HarpaseTe crpaBka ¢ HHGOPMAaLHATA 34 NPEANUCBAHE HA (UTyMasCHHI.

5, ®OAPMAKOJOIMMYHHA CBONCTBA

5.1 <PapmakoaEEaMHUHHE CBOHCTBA

(DapMaxoTepaneBTHYHA IpyNa: XHOHOTHUH M CEJATHBHM  cpeacrpa  (MPOHM3BOJHM  Ha
DeH30AHA3ENHHMUTE),
ATC xkoa: NOSCDOS8




MexaHu3zbM Ha JeHCTBHE
LientpanHoto nelicTBHe Ha OeHsoaMasenuHMTE ce MEAMHpa 4pe3 ycwisaHe Ha GABA-epruyHata

HEBPOTPAHCMHKCHA B HHXHOHTOpHHTE CHHancH. B npuchcTBHeTO Ha 6€H300HA3CNMHH a(DMHHTETHT Ha
GABA pelienTopa KbM HEBPOTPAHCMHTEPA CE 3aCHIBA 4PE3 MOJIOKHUTE/IHE AIOCTCPpHYHA MOAY/IalMA,
KOSTO BOAM MO0 3acCHiIeHO naeiictBue Ha ocBoboacHata GABA BBpXY MNMOCTCHHANTHYHHA
TpaHCMeMOpaHEeH NOTOK Ha XJIOPHK HOHH.

XuMHYecKkd MHAA30/7aM € AePHBAT Ha HMMAa300eH30Ma3enHHOBaTa rpyna. Benpexku ye csobonHaTa
OCHOB2 € JIMNOMHIHO BEIRECTBO ChC ciaba PasTBOPHMOCT BbB BOJA, OCHOBHHAT a30T B MO3HUHA 2 Ha
UM Aa300eH30AHa3eIHHOBHA NPBCTEH AaBa BB3MOXHOCT Ha aKTMBHOTO BEINECTBO Ha MHIAa30JlaM 2
obpazyBa BONOpPA3TBOPHMH COJIH C KHCEJIHHH, Karo oOpasypar crabuwned M A00pe NOHOCHM
MHKEKLIMOHEH pa3Teop. Tora 3aeaHO ¢ 61p3aTa MeTabonuTHa TpaHCHOpMALIMA € IPHYHHATA 38 OBP30TO
HAYaJ0 M KpaTKaTa MPOAB/DKHTENHOCT Ha geHcTBHeTO. [lopaan HHCKaTa CH TOKCHYHOCT, MHAA30/1aM
MM3 IIHPOK TEPAIIeBTHYEH JHANA30H.

dapMakoAHaMHYHH edeKTH

MuaaszonamM HMa CHHOTBOPHH H CeAATHBHHM €(eKTH, XapaKTepusHpallld c€ ¢ Obp30 HAYAN0 M KpaTka
NpOALIDKHTENHOCT. TOH ChIO Taka KHMa AaHKCHOJIHTHYHO, AHTHKOHBYJICHBHO H MYCKYJHO-
penakcHpailo aciictee. Muaasonam Hapyuiasa fICHXOMOTOPHATA QYHKIHA Ciefl €AHOKPATHA U / MM
MHOTOKpAaTHA 1033, HO NPHYMHABA MHHHMAIHH XEMOAHHAMHYHH NPOMCHH.

Criel HMHTPaMYCKYJHO WIH MHTPaBEHO3HO MPHIOKCHHE HACTHNBA KpAaTKOTpaiHa aHTeporpanHa
aMHe3HsA (MAUMEHTHLT He MOMHH CHOMTHA, HACTBIIWIH IO BpPEME Ha MAKCHMaiHaTa aKTHBHOCT Ha

BELIECTBOTO).

5.2 DapMaxKoOKHHECTHIHH CBOHCTBA

Abcopbims
Abcopbyus cned usmpamMyCcKyana UHICEKYUR
AbGcopbumara HA MMOa30jaM OT MYCKynHaTa ThkaH € Obp3a M ImbaHa. MakcHMaiHK N1a3MEHH

KOHIEHTpaUMH ce goctHrat 3a 30 MHHYTH. AGconoTHara OGHOHANMYHOCT Cliell MHTPAMYCKYJHO
npuiokesaue e Hax 90%.

Abcopbyua cred pexmanno NPUROJCERUE
Cnen pexTanHO NpHAoKEHKE MHUaa3onaMm ce abcopbupa 61p30. MakCHMANTHK 1U1a3MEeHH KOHLICHTpaLIHH
ce pocrHrar 33 30 MuHyTH. AGComoTHaTa OHOHATHYROCT € oKoso 30%.

Pa3npezeneHue
Koraro MHz1a301aM ce HHXKEKTUpa UHTPaBEHO3HO, KpHBATa IUIA3MEHA KOHLCHTpallHA-BpeEME NOKa3Ba

eqHa WiIH JBe SCHH ¢a3u Ha pasnpenencHue. O0eMbT Ha pasnpene/ieHHe B CTAUHOHAPHO ChCTOAHHE €
0,7-1,2 l’kg. 96% - 98% or mMHaa3zonaM ce CBbp3Ba ¢ IUTa3MEHHTE MpPOTeHHH. OCHOBHATA 4acT OT
CBBP3BAHETO C IUIA3MEHHTE NMPOTEHHH ce Maaa Ha anbymuHa. Mupasonam mpeMHHaBa OaBHO M B
HE3HAYMTE/IHH KOJHYECTBa B LiepedpocnHHanHara TeyHocT. JloKazaHo €, Ye NMpH XOpa MHAa30aaMm
npemMuHasa GaBHO Npe3 IU1ALICHTATa M HAB/IM3a BBB (PETATHOTO KpBBOOOpaleHHe. Mankuy konuuecTsa
MH3a30J1aM a4 YCTAHOBEHH B KbpMaTa. Muaasonam He € CyOCTpaT 3a TpaHCIOPTHPALGH JIEKAPCTRA.

buotpaHchopmauma

Mua3zonaM ce eJTMMHHHMPA TIOMTH HAITBJIHO 4Ype3 OHoTpaHCcQOpMalldA. YCTaHOBEHO e, Ye 4YacTTa OT
N03aTa, eKCTpaxupaHa oT 4epHus Apob, e 30% - 60%. MuaasosiaM ce XHIPOKCIIHPa OT M30€H3UMHTE
CYP3A4 u CYP3AS Ha umroxpom P450 u oCHOBHRAT MeTaboOnNUT B ypHHATa M ILNa3MaTra €
XHAPOKCHMHIAA30/1aM (M3BECTEH CBHUIO KaTo anda-xuapokcHMuaazonam). [LnasmennrTe KoHIe
Ha |’-xuapoxcummaaszonam ca 12% or Te3n Ha W3XOAHOTO CheJHHEHHE. |’-XHIPOKCHM




hapMaKOIOrH4YHO AKTHBEH, HO AOTIpHHAcA caMo MHHHMaTHO (okosio 10%) 3a edexTrTe Ha MHAa30IaM,
NPWIoKEH HHTPaBEHO3HO.

EnuMuHupaHe
Ipn 3apaBH A00poOBONUM €NHMHHALIHOHHHAT MOJY>KHBOT Ha MHAa3zonaMm € mexay 1,5 u 2,5 uaca.

ENMMHHALHMOHHHST MONYKHBOT Ha 1°-XHIPOKCHMMIA30/1aM € MO-KpaThK OT 1 yac. CnenoBaTeNiHo ciel
[MPUICKEHHE HA MHAA30JIaM KOHIIEHTPALMATA HA H3XOAHOTO ChEJMHEHHE H OCHOBHHA METaOONHT
Hamangsat napanento. [LiazmMeHusT kKnupsHC ¢ B rpaHHuETe HAa 300-500 ml/min. MerabonuTure Ha
MHAA30/1aM Ce EKCKpeTHpaT npeaumHo no 6sbpeueH mer (60% - 80% OT HHIKEKTHpaHaTa [1033) U e
oTKpHBa noj opMaTa Ha IIOKypokoHiorupas 1’-xuapoxcummuiasonam. Iog 1% or nosara ce orkpmsa
B YPHHATA KATO HEMPOMEHEHO NiekapcTso. Korato Muaasonam ce npuiara 9pe3 MHTpaBeHO3Ha HHY3us,
KMHETHKATA MY HA eJIHMHHHpAHE HE ce OTNHYaBa OT TasH ciel OosycHa MHKeKUMA. MHOrokpaTHOTO
NPWIOKEHHE HAa MHOAA30JIaM HE MHAYLHpa JeKapcTBO-MeTaboNM3Hpallli €H3HMH, Y4YacTBAallH B

OHoTpaHCPOopMaLHATA.

DapMaKOKHHETHKA MPH CHeUHANHH NOMNYJIALMH

Hayuenmu 6 cmapuecxa 6v3pacm
Ilpu pE3pacTHM Haa 60-roAMINHA BE3PACT CNTUMHHALHOHHMAT NOTYKHBOT MOXKE Ja Oblie yBIDKEH 10
YETHPH ITHTH.

Heya

CreneHTa Ha pekranHa abcopOuus nmpH jgeuara ¢ nogodHa Ha TasH NPH BB3PACTHHTE, HO
OuonanuyHocTTa ¢ no-Hucka (5% - 18%). EnuMuHALHOHHHMAT NONYXKHBOT CJI€R MHTPDABCHO3HO H
PEKTATHO MPIIOKEHHE € NO-KPaThK MU Aclia Ha BB3pacT 3-10 roauuu (1-1,5 waca) B cpaBHEHHE C
BB3PACTHHUTE. Pa3nyKkaTa € B ChOTBETCTBHE C IOBHIIEHHA METa00IMTEH KIIMPBHC NPH ACLaTA.

Hoesopooenu

[Ipn HOBOPOJEHH EMMMMHALIMOHHHAT [IONY)KHBOT € CpeAHO 6-12 yaca, KOoeT0 BEPOATHO ce IBJDKH Ha
HE3PIOCTT2 HAa YepHuA Ipol, a KIMpBHCHT e HamaneH. HoBopoaeHHTE ChC CBLP3AHO C acdHKCHA
yepHONpoOHO M OEOpeuHO yBpexaaue ca WAUIOKEHH HA PHCK A TeHepHpaT HEO4aKBAHO BHCOKA
CepyMHa KOHILIEHTpalMs HAa MHA830/1aM [MOpafH 3HAYHMTEIHO HaMaleH M NPOMEHIHB KIHPBHC (BX.
TOuKa 4.4).

IHayuenmu cvc 3amrecmasane

CpeaHoOTO BpeMe HA NOIY)KHBOT € NO-roMIMO HPH MaUMEeHTH CbC 3ATABCTABAHE B CPABHEHHE C
MallMeHTH, MMPH KOMTO He ce Halmonaea samaecTaBane (5,9 cnpamo 2,3 udaca). ToBa ce ABDKH Ha
yBesMyaBaHe ¢ mpubnusntenHo S0% Ha oGeMa Ha pa3npenencHue, KOPUrHpaH 3a o0LIoTO TeNecHOo
terno. KIIMPEHCHT He ce pasii4YaBa 3HaUMTENTHO MPH MALMEHTH ChbC 3aTTLCTABAHE M NPH NAUMEHTH Oe3
3aTNIBCTABAHE.

Ilayuenmu c yeproOpobHO yepecoane
ENMMHHALMOHHHUAT MOJYXHBOT NPY HAPOTHYHH NALMEHTH MOXKE 1a 6bae yAWDKEH, 4 KIIHPBHCHT No-
MATBLK B CPABHEHHKE ¢ T€3W NOKA3aTeNH NpH 3apasH 106poBoiLH (BXK. Touka 4.4.).

ITayuexnmu ¢ 6vbpeuno yspedicoane
DapMaKOKHHETHKATA Ha HECBBP3aHHA MHMAa3071aM He ce MPOMEHA MPH MaUHEHTH C TeXKo 6b6pedHo
yBpexaake. MapMakoJOTHYHO JIEKO AKTMBHHAT OCHOBEH MeTa0onWT Ha MHaasonam, |°-

XH/IPOKCHMH,IA30/1aM MIKKYPOHH], KORTO Ce eKcKpeTHpa Ypes ObOpenTe, ¢ HaTpynBa NpH NALUEHTH

Kpumuuno 6aanu nayuenmu




EHMHHALIMOHHUAT [TOMYKKBOT HA MHA30/1aM ¢ YABIDKEH J0 6 LTH MPH KPHTHYHO OOTHM NMAlMEHTH.

Ilayuenmu cbc cHpOeUHa HeOOCMaMvYHOCM
EJMMBHAIHOHHMAT TMONYXHBOT € YABDKEH NPH NALMEHTH CHC 3aCTOHHA CHpAEYHA HEAOCTATEYHOCT B
CpaBHEHHE CBC 3ApaBH ZOOPOBOMLH (BXK. TOUKA 4.4.).

53 IlpeaxnanEvBH ASHHH 32 0€300ACHOCT

Hama npeaxnHHHYHH JAHHH OT 3HAYCHHE 3a NpEANMCBAlMA JIEKAp OCBEH TE3H, KOHTO BEYe Ca
BKIOMEHH B APYTHTE Pa3sAe/IM Ha KPaTKAaTa XapaKTepHCTHKA Ha NPOAYKTa.

6. DAPMAIEBTHYHM JAHHHU

6.1 CpnHchk HA DOMOINHHETE BeIIECTRA

Boaa 3a HHOKEKLIHH
Harpues xnopun
X10pOBOAOPOAHA KHCETHHA

6.2 HecLBMECTEMOCTH

To3u nexkapcTBeH NpPOOYKT HE TpaOBa Ja ce pa3peikaa ¢ APYrM pasTBOPH, C M3KMIOUMCHME Ha TE3H,
[1OCOYEHH B TOYKaA 6.6.

CBbBMECTUMOCTTa TpsOBa a ce NpoBepy Npeau NPHWIOXKEHHE, aKO €€ CMECBA C JIPYTH JICKapCTBA.

M#uzazonaM ce yTassa B pasTBOPH, ChAbpxKalaH GHkapOoHaT. TeOpeTHUHO pa3TBOPEHT 32 HHXKEKTHpaHE
Ha MMJA30J1aM BEPOATHO € HecTabHiIeH B pa3TBOPH ¢ HEYTpalIHO WK ankanHo pH. Ako Muaasonam ce
cMecH ¢ aN0yMHH, aMOKCHLIWIMH HATpHH, aMNULWIMH HaTpHH, OyMeTaHMA, AeKCaMETa30H HATPHEB
docdar, AUMEHXHAPHHAT, PNOKCALMIMH HATpHH, QYpPO3eMHI, XHAPOKOPTH30H HATPHEB CyKUMHAT,
newrobapOuTan HaTpuii, nepdeHazuH, NPOXJIOpNepasHH €AHIWIAT, PAHHTUAWH KIIH THONIEHTA/l HATPUH
HIH TPHMETONPHM-CyNidamMeTokcason, e/iHara ce obpasysa Osana ytakika.

C rarpHeB HabIWINH BeHAra ce 06pa3yBa OMBTHABAHE, NOC/IEBaHO OT 64ana yrakika. C HedpTazuaum
ce oOpa3yBa NOMBLTHABAHE.

C MeToTpeKxcaT HaTpHii ce 00pasyBa xwiTa yTalixa. C KIOHHIMH XHAPOXNOPUI ce 00pa3yBa opaHkeso
ouserarake. C oMenpa3on HaTpuil ce o6pasysa kaQBo OLIBETABAHE, NMOCIEABAHO OT KadaBa yTaiika. C
HaTpHeB (POCKApHET Ce Moyyasa ras.

OceBeH TOBa MHIa3odaM He TpAOBa Aa ce CMecBa ¢ aUMKIOBHpP, anOyMHH, arTeIuiasa, IHHaTpHEB
alieTazonaM, AMa3enaM, eHOKCHMOH, ¢GnekauHK7 aueTar, (uiyopoypauwil, UMHIMEHEM, ME3/TOLHIHH
HaTpuil, penoBapOuTan HaTpuii, peHHTONH HAaTPHi, KATHEB KAHPEHOAT, CynbaKkTam HATPHHA, TCOPHIHH,
TPOMETAMOJL, YPOKHHA34.

6.3 Cpox Ha roanocr

CpoK Ha rofIHOCT Npeay MHEPBOTO OTBAPAHE

4 rogyvHHK.

CpoK Ha rOAHOCT ClIER MBPBOTO OTBapAHe
Mugazonam xamend 1 mg/ml, 2 mg/ml, 5 mg/ml mbxexunoHeH/MHGYIHOHEH Pa3TBOP € NpeaHa3HAY

3a ¢IHOKpaTHA yrioTpeba. HensnonspanusT pasTeop TpAOBa Aa e U3XBBPIIM.

Cpok Ha FrQOHOCT CAe/ palpexiaHe




PaspeneHHAT pa3TBOpP € XMMHuYeckH H (u3MueckH crabuieH B npoxb/bkeHHe Ha 72 Haca MnpH
TeMneparypa 25°C.

Ot MEKpOBGHONOrHYHA IieiHa TOMKE, OCBEH aKO METOALT HA OTBAPAHE/Pa3pexIaHe He HIKIIOYBa PHCKA
OT MHKPOOHO 3ambpcsBane, MPOAYKTHT TpAOGBa Aa ce H3MON3Ba He3abaBHO. AKO He Ce M3MOo/3Ba
BeHAra, BPEMETO H YCIOBHATA HA CHXPAHEHHE ca OTTOBOPHOCT Ha noTpeduTens.

6.4 ChpnenHaJEH YCJI0OBHS HA ChXpAHEHHE

CixpaHaBaiiTe amiTynara/¢pnakoHa B KAPTOHEHATa ONaKoBKa, 34 Aa Ce MpeAnasy OT CBEeT/IKHA.
JTa He ce cpxpanaBa Hax 25°C.

Ila He ce 3aMpa3spa.
3a yCIOBHATA Ha ChXPaHEHHe CIIeR paspeiaHe Ha JIEKapCTBEHHA MPOLYKT BIKTe TOUKa 6.3.

6.5 Baa B chrALpKAHEE HA ONAKOBKATA

MunasonaM xamenn | mg/ml urskekioHeH/uH(py3HOHEH Pa3TBOP
BesuBeTHH CTHIJIEHH aMITyiH (cTBKI0 THN I), KOHTO Chabpxkar 2, 5 ik 10 mi pasTeop.

Pasmep Ha onmaxkoBkure; OnakoBkd oT 5 aMmyJd ot 2 ml
10 amnmynn ot 2 mli
25 ammyau ot 2 ml
50 ammynu ot 2 ml
100 ammynu ot 2 ml
OnakoBkH OT 5 ammyns or 5 ml
10 amrynn ot 5 ml
25 ammynu ot 5 ml
50 amnynu ot 5 ml
100 ammynu or 5 ml
Onaxopk# oT S ammysiu ot 10 ml
10 ammmynm ot 10 ml
25 ammynu ot 10 ml
50 ammynm or 10 ml
100 ammynu ot 10 ml

BesuperHH cThkieHH ¢uiakoHH (CTeKIO TUN I), kouTo chabpkar 50 ml pasTBOp, 3a8TBOpeHM C
OpoMoOYTHIIOBA 'YMEHa 3aITy1HANKA.

Pasmep Ha onakoskuTe: Onakosku or | ¢naxon ot 50 ml
5 dumakonm ot 50 ml
10 dnakonn or 50 ml

MuaasonaM xaMeaH 2 mg/ml HIDKEKLMOBECH/MHY3HOHEH pa3TBOP
BesuBerHH CThKIEHH aMITyJIH (CTBKIO Tun I), KOMTO chABpAKAT 5 WK 25 ml pa3TBOp.

Pasmep Ha onakoBkuTe: (ONakoBKH OT 5 amnynu ot 5 ml

10 ammyan ot 5 mli

25 aMayau ot 5 mi

50 ammyau ot 5 mi

100 ammysm ot 5 ml

OnakoBKH OT 5 amnynu ot 25 ml

10 ammysn ot 235 ml

10x5 amirysn ot 25 mi

5x10 ammynu ot 25 mi




Besusernn cToiiicH hnakoHH (CThO THN 1), kouTo chabpxar 50 mi pasreop.

Pasmep Ha onakoskure: (OnakoBKH OT | pnaxon ot 50 ml
5 ¢nakoHu ot 50 mi
10 ¢nakonu ot 50 ml

MuaasonaM xamMeNH 5 mg/ml HIDKeKUHOHEH/ UHPY3HOHEH pasTBOP
BesuBeTHH CTHIUIEHM aMiTyJiH (cThIU10 THI ), KouTo chabpxkar 1, 2, 3, 5, 10 unu 18 ml pastsop.

Pazmep sa onakoBkute: OmnakoBkd or 5 ammysH ot 1 mi

10 ammynim o1 1 ml

25 amniynn or 1 mi

50 amnyn# ot 1 ml

100 ammynu or 1 ml
OnakoBkd or 5 ammynu ot 2 ml

10 ammysma ot 2 ml

25 ammynu ot 2 ml

50 ammymm ot 2 ml

100 ammynu or 2 ml
OnaxoBky oT 5 aMmyau ot 3 ml

10 ammynu ot 3 ml

25 amimynu or 3 mli

50 ammmynu ot 3 ml

100 ammmyam or 3 mi
Onakosku ot S ammynu ot 5 ml

10 ammyss ot 5 ml

25 ammya# ot 5 ml

50 ammysm ot 5 ml

100 amnyau ot 5 ml
OnaxoBKH OT 5 ammynu or 10 ml

10 ammysi ot 10 ml

25 ammynu or 10 ml

50 ammym ot 10 ml

100 ammynu or 10 ml
OnaxoBKH OT 5 amnynan ot 18 ml

10 ammynm ot 18 ml

25 amnyan ot 18 ml

50 amnoyau ot 18 ml

100 amirynu ot 18 ml

6.6 Crhenua/un NpeANa3HH MEPKE OPH HIXBLpJgHe H padora

CBBMECTHMOCT ChC CACAHHTE HHPY3HOHHH PA3TBODH:
- 0,9% pa3TBROp HA HATPHEB XJIOPHA.

- Hexcrposa 5%.

- Jekcrposa 10%.

- Pazreop Ha Punrep.

Te3u pa3TBOpH OCTABAT CT2OMIIHH B NMPOABKEHHE Ha 3 IHH Ha CTaifHa TeMneparypa.
3a ga ce M30erHaT HeCHBMECTHMOCTH C ApYrd pasTBopH, Muaazonam xamenH | mg/ml, 2 sty

o, - H ?-
mg/m} HIkeKUHOHEH/HH(DY3HOHEH pa3TBOp He TpaOBa na ce cMecsa ¢ IpyrH HHQY3IHOHH, 74 g3TBOPH; &
OCBEH MOCOYeHHTe no-rope (Bxk. Touxa 6.2. HechbBMECTHMOCTH) Al R




PasTeOpLT TpAOBa f2a ce nperseaa BU3YaHo NIpeaH Npuiaraxe. TpabBa 1a ce H3NMOA3BAT CAMO Pa3TBOPH
6e3 BUAMMH YaCTHIIH.

7. HNPHTEXATEJ HA PAJPEINIEHUETO 3A YHOTPEBA

hameln pharma gmbh

Inseistraie 1

31787 Hameln

FepManun

8. HOMEP HA PASPEINIEHHAETO 3A YIIOTPEBA

Mupaszonam xamens 1| mg/ml ukekinoren/mHdy3HoHeR pa3Teop Per. Ne: 20210241

Muaazonam xamens 2 mg/ml mikexkunonen/nadysHoneH pasrsop Per. Ne: 20210242
Mugasonam xaMens 5 mg/ml uikekuHonen/uHgysuoneH pasresop Per. Ne: 20210243

9. JATA HA HOBbPBO PAZPEIMABAHE/MOAHOBABAHE HA PA3IPEINIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBo paspeniasaHe: 18-08-202]

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

Hoemepu 2025 .




