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70 630K
I. VIME HA JEKAPCTBEHHS IPOLYKT

Muazonam xamenH 1 mg/ml HHXeKIHOHeH/MH(Y3HOHEH Pa3TBOP
Midazolam hameln 1 mg/ml solution for injection/infusion

MuazonaM xaMenH 2 mg/ml HHxeKUHOHEeH/ UH(pY3UOHEH Pa3TBOP
Midazolam hameln 2 mg/ml solution for injection/infusion

Mupazonam xamennH 5 mg/ml nrkekupoHeH/UH(Y3UOHEH pa3TBop
Midazolam hameln 5 mg/ml solution for injection/infusion

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

1 ml Mugasonam xamenH 1 mg/ml uxekuuoHeH/HHQY3HOHEH pa3TBOP ChIAbPXKA:
MupasonaMm xuapoxiopua 1,11 mg, ekBuBaneHTHH Ha | mg munasonam (midazolam).
Beska amnyna/dnaxon ot 2 ml, 5 ml, 10 ml 1 50 ml cpaepxa 2 mg, 5 mg, 10 mg u 50 mg Muaasonam.

1 ml Mupasonam xamelnH 2 mg/ml HHXEKLIMOHEH/HH(Y3HOHEH pa3TBOP ChAbPKA:
Mupazonam Xuapoxiopun 2,22 mg, eKBHBAIEHTHH Ha 2 mg Muaa3onaMm (midazolam).
Beska amnyna/daakon ot 5 ml, 25 ml u 50 ml ceaepxka 10 mg, 50, 100 mg munaszonam.,

1 ml Munasonam xamens 5 mg/ml urxexkuOHEH/MHQY3HOHEH Pa3TBOP ChABPKA!
MuzazonaM XHAPOXJIOpHA 5,56 mg, eKBUBAIEHTHH Ha 5 mg MHuaazonam (midazolam).
Beska amnyna ot | ml, 2 ml, 3 ml, 5 ml, 10 ml u 18 ml ceabpixka 5 mg, 10 mg, 15 mg, 25 mg, 50 mg u

90 mg Muaazonam.

JToMOIIHO BELIECTBO ¢ H3BECTHO JIEHCTBUE:

To3u nieKkapcTBEH NPOAYKT ChABbPKA Mo-Maiko oT 1 mmol (23 mg) Harpuii Ha ml, T.€., IPaKTHYECKH HE
ChABbPIKA HATPUH.

3a MBLJIHHUA COHCHK HA MOMOIIHHUTE BEIIECTBA BHIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxeKIHOHEH/MH(PY3HOHEH pazTBop.

JlekapcTBEHHAT NPOAYKT € OHCTHP U O€3LBETEH Pa3TBOP.
pH 2,9 -3,7

Ocmonanurer 275 — 305 mOsmol/kg

4, KJAHWYHHA JTAHHHA

4.1 TepaneBTHYHH NOKA3ZAHHH

[1pu BB3pacTHH
e CEJIALIUA TIPH 3AIIA3EHO Cb3HAHHME npeau u nmo Bpeme
TEPArneBTHYHHU MPOLEAYPH ChC WIH 0€3 JI0KaJIHA aHECTE3Hs.




e AHECTE3HUA

- IlpeMenukaiusa npeay yBOJ B aHECTE3uH,
- YBOJ B aHeCTe3H4,
- Karo ceparuBeH KOMIIOHEHT NpH KOMOMHUpPAaHa aHECTE3HA.

o CEJALIMA B MHTEH3UBHHU OTAEJIEHHAL.

[1Ipu neua

e CEJIALIMA TIPHU 3AITABEHO CB3HAHHE npenu ¥ no BpeMe Ha JMArHOCTUYHH MJIH

TCPAIICBTHYHH MPOUCAYPH CBC HITH 0e3 JIOKaJIHA aHEeCTE3Ms.

e AHECTE3HA

- Ilpemenukaiysa npeayd YBOJ B aHECTE3HA.

e CEIALIUA B UHTEH3MBHHU OTAEJIEHHAL.

4.2 Jlo3mpoBKA H HAYHH HA NPHI0KEHHE

J103UpOBKa

CTAHIAPTHA JIO3UPOBKA

Mugazonam € MOIIHO CENaTHBHO JIEKAapCTBO, KOETO M3MCKBAa THUTPUPAHE Ha J03ara W 0aBHO
NMpUIOKEHHe. TUTPUPAHETO € CUITHO NMPEenopbUUTENHO 3a 0e30MacHO MOoMyYaBaHe Ha XKEMaHOTO HHBO
Ha ceJlalus Crope/ KIIHHHYHATA HYXK1a, QU3HYECKOTO ChCTOAHUE, BB3pacTTa H €AHOBPEMEHHO JICYEHHE
¢ apyru npoayktd. Ilpu Bb3pactuu Han 60-roaMiiHa BH3pacT, U3TOUICHH WM XPOHHYHO OONHH
MalMeHTH W TNeAUWaTPHYHH MAalMeHTH Ao3aTa TpaOBa Aa ce onpeaens BHUMATENHO, KaTo ¢e B3eMmar
[IpeABH]I PUCKOBHUTE (DAaKTOPH, CBBP3aHU C BCEKHW OTAeNeH nauuedT. CTaHJapTHHTE NO3HPOBKH ca
nazieHd B Tabaunara no-aomy. JlombaHUTETHH NoApOOHOCTH ca Aa/IecHH B TEKCTa cliell Tad/IMuara.

[Hoxa3zanue Bo3pacTan <60 Bb3pacTan = 60 Hena
IrOAHHH roAMHH / H3TOIEHH
HJIH XPOHHYHO
00/1HH .
Cenupane npu | i.v. L.V, i.v. IpH NanHedTH 6 Mecena -
3ara3eHo Havanna no3a: 2-2,5 mg | Hauanna nosa: 0,5-1 | S roauan
Ch3HaHHE Turpupane Ha nosure: 1 [ mg Hauanna no3a: 0,05-0,1 mg/kg
mg Turpupase Ha O6wma no3za: <6 mg
O6ma noza: 3,5-7,.5 mg | nosure: 0,5-1 mg i.V. IpH nanuedTH 6-12
O6wa ao3a: <3,5 mg | roAnHH
Hauanua nosza: 0,025-0,05
mg/kg
O6mra no3a: <10 mg
PEKTAJIHO >6 Mecena
0,3-0,5 mg/kg
i.v. 1-15 ronnnu
10,05-0,15 mg/kg
AHecTesus Lv. L. peKTaaHo >6 Meoéf
[Ipemenukauus | 1-2 mg noBTOPHO Haganna nosa: 0,5 0,3-0,5 mg/kg
l.m, mg i.m. 1-15 roam:
0,07-0,1 mg/kg 0,08-0,2 mg/k




-1
baBHO MOCTENEHHO
MOBHIIABaHE HA
[o3ara cropen
HYKIHTE
i.m.
0,025-0,05mg/kg |
AHecTe3ud L.V, LV,
YBon 0,15-0,2 mg/kg (0,3- 0,05-0,15
0,35 6e3 npemeauxauus) | mg/kg (0,15-0,3 Ge3
npeMeauKarus)
CenatuBHa LV. LV.
KOMITOHEHTa MHTEPMHUTEHTHH 1034 OT | [lo-HHCKH 1034 OT
npH 0,03-0,1 mg/kg wm MPETMOPBYHTEITHUTE
koMOMHMpaHa | HenpeKbCcHaTa MHHQY3HS |33 Bb3pacTHH <60
aHECTE3MA | ot 0,03-0,1 mg/kg/h rOJHHH
Cenupase B L.V. i.v. HOBOpOaeHH <32
HHTEH3UBHO Harosapsama no3a: 0,03-0,3 mg/kg ¢ recTAHOHHH CeAMHIH
OTACTICHHE MoBUuIeHHUA oT 1-2,5 mg 0,03 mg/kg/h
[Tongspxama nosa: 0,03-0,2 mg/kg/h i.v. in HOBOpOAeHn >32
CeIMHIH H JAena no 6 mecena
0,06 mg/kg/h

i.v. IpH nanueHTH >6 Mecena
Hartorapsama no3a: 0,05-0,2

mg/kg

[Tomawspxkama goza: 0,06-0,12

i mg/kg/h

HauynH Ha NpHIIOKEHHE

JNO3HUPOBKA ITPHU CEIUPAHE CBC 3AITA3EHO Cb3HAHHE

3a ceMpaHe MPH 3ana3eHo Ch3HAHMWE MPeId AUArHOCTHYHA WM XUPYPrUdyHa HHTEPBEHLIHA MHIa30/1aM
ce mpuaara uHTpaseHo3Ho (i.v.). Jlo3ara TpabBa na ce cbo0pa3y ¢ HHAMBHAYAJIHMTE HYXIH W Ja ce
TUTPUpPA, a He TpAOBa Ja ce mpuiara 4pe3 Obp3a wiM eaHokparHa Oonyc umxkekuusa. Hasanoro Ha
ceJHpaHeTO MOXKE /1a BapHpa MHAWBHIYAJTHO B 3aBUCUMOCT OT (PU3UYECKOTO CHCTOAHHE Ha MALHEeHTa H
oOcTosTE/ICTBaTA NPH JO3HPAaHETO (KAaTO HAalpUMep CKOPOCT Ha MPHJIOKECHHE, KOJIMYECTBO HA J103aTa).
AKo e HeoOXOJOHMO, MOraT Ja C€ MpPHJIarat MoCACABAIlM AO03M B 3aBHCHMOCT OT HHIHUBHIYaJTHHTE
Hyxau. Hauanoro Ha neiictBue e OKONO 2 MHHYTH clell HHXKEKTHpaHeTo. MakcuManeH eQekT ce
MocTUra 3a okono 5 ao 10 MuHyTH.

Bw3pacmuu:
MHTpaBeHO3HOTO HHXKEKTHPaHEe Ha MHa3071aM TpAOBa Ja ce npaBu 6aBHO, CbC CKOPOCT NPUOIH3HTEIHO

1 mg 3a 30 cexyHau.

Ilpu ev3pacmuu noo 60 2o0unu HavanHara fo3a € 2 Ao 2,5 mg, npuaoxeHa 5 10 10 MUHYTH npeau
HAYaJI0TO Ha npoueaypara. [Ipu HeoOXOAMMOCT MOJKE 1a Ce MPUIOKAT AOCITBIHMTEIHH AO3H OT 1 mg.
YcraHoBeHO e, ye cpeaHuTe 001K 103U ca B rpaHuumre ot 3, 5 ao 7, 5 mg. Obma no3a Haja 5 mg
0OMKHOBEHO He € HeoOxoauMma.

IIpu v3pacmnuu Hao 60 200unu, UTOLIEHU WX XPOHUYHO OOJIHU NIALIMEHTH HavyaJiHaTa 03a Tps0Ba 1a
ce Hamanu a0 0,5-1,0 mg u na ce npunoxu 5-10 MMHYTH nipeau Ha4anoro Ha mporenypara. llpu
HEOOXOAMMOCT MOXKE Jia C€ TPHJIOKAT AOMBIHMTENHU A03H oT 0,5 no 1 mg. T

MALMEHTH MAKCHMATHUAT eeKT MoXKe [1a ce NOCTHTHE MOo-0aBHO, JOIBbIIHUTE/IHUT m‘é
TpAOBa 1a ce THTpUpPAaT MHOTO 6aBHO M BHUMarenHo. O6ma 103a, no-BUCOKa OT 3,5 @“ KHOB
e HeoOXo1uMa. ‘




Heouampuuna nonyaayus

HuTpaBeHO3HO npunoxkeHue: Muaazonam Tpsabsa 1a ce TUTpHpa 0aBHO 0O MOJIy4YaBaHE Ha JKEJIaHWA
kiHHMYeH edekt. HauanHaTa no3a muasonaM TpabBa Aa ce npusiara B MpOAbDKEHHE Ha 2 10 3 MHHYTH.
JombauurensHo TpabBa Aa ce M34YakaT 2 0 5 MHHYTH, 32 /1a C€ OLICHH HAIMTB/IHO CEJAaTHBHUAT €(eKT
npeay Ha4aIoTo Ha MPOoLeypaTa WM MPEex 103aTa a Ce NOBTOPH. AKO € HEOOXO0AMMO AONBIHHTEIHO
celMpaHe, 7103aTa MPOABL/DKABA a C€ TUTPUPA C MAJIKHM MMOKAYBAHUA, JOKATO C€ IOCTHUIHE MOIXOAAMIIO
HHBO Ha ceaupaHe. KbpMadyera ¥ MajIKH J€ua IOJ J-TOAMINHA Bb3pacT MOXKE Ja Ce€ HYXIaAT OT
3HAYKTEJIHO MO-BHCOKH 103H (mg/kg) B cpaBHEHHE C NO-rOJIEMHUTE €L U IOHOLIMTE.

e [leanaTpuyHu nauueHTH noja 6-MeceyHa BB3PACT: MEAHATPUYHHUTE MALMEHTH NoA 6-MeceyHa
BB3pacT ca 0COOEHO YA3BHMH NPU OOCTPYKLMA HA JUXATEJHUTE ITBTHINA H XMITOBEHTHJIALIMS.
[Topaau Ta3u MpUYMHA MPHIAraHETO HAa CEAMpaHe IMpH 3ana3eHoO Ch3HAHHME NpH Jeua noxa 6
Mecelia He ce MpernopbhyBa.

e [IlenuaTpHuHu MalMeHTH MeXTY O6-MecedyHa M 5-TOOMIIHA Bb3pacT: Ha4yanHa no3a ot 0,05 mo
0,1 mg/kg. O61a mo3a g0 0,6 mg/kg Moxke 1a e HeoOX0MMa 3a IIOCTHIAHE HA XKETaHUA e(eKT,
HO TA He TpaAOBa Aa nmpeBuwiaBa 6 mg. [lo-Bucokure no3u Morar Ja JoBeNaT 10 YAB/DKEHa
cealusa U PUCK OT XMIIOBEHTHIALMA.

e [lemuarpuynu nanueHTH o1 6 10 12-roaumHa Bb3pacT: HavanHa go3a ot 0,025 ao 0,05 mg/kg.
Moske na e HeoOxonruMa obma no3a no 0,4 mg/kg, no MmakcumanHa no3a or 10 mg. Ilo-sucoxure
1034 MOTAT fJia JI0BeIaT 10 YAb/DKeHa CeAalla ¥ PUCK OT XMIIOBEHTHIIALHA.

o [leguaTpuynu naumeHTH OT 12 10 16-rogumHa BE3pacT: J03HPOBKATA € KAaTO MPH BB3PACTHH.

Pekranno npunoxenue: OO6uara nosa mupasogam obukHoBeHo Bapupa ot 0,3 go 0,5 mg/kg.
PexTaqHOTO NMPHIOKEHHWE Ha pa3TBOpa OT aMmIyJiaTa/(iakoHa ce HaBbpllla MOCPeICTBOM IUIaCTMacOB
aruTHKATOp, NMPUKpPENeH KbM Kpasd Ha CIpHHLOBKaTa. Ako 00eMbT, KOHTO TpsAOBa Ja ce NpUIOKH, €
MHOI'O MaJIBK, 10 OCTHraHe Ha obmmus o6em ot 10 ml moske na ce npubasu Bona. Obmara no3a Tpsadsa
[a ce MPUIOKH HaBEIAHBK M Ja ce H30ArBa MOBTOPHO PEKTAJIHO MpHIoKeHHe. Ynorpebara npu aeua
nmoa 6-mecevyHa BB3paCT He ce MNpernopbuBa, ThH KAaTO HAJIWYHHTE NaHHH TPH TasH Momnynauus ca
OrpaHH4YEHH.

HutpamycKy/iHO NpHIOKeHHe: W3non3BaHuTe 103 Bapupar Mexay 0,05 o 0,15 mg/kg. Obma no3a
Han 10,0 mg obukHOBeHO He e HeoOxoauma. To3u MbT Ha BBBeXAaHe TpsOBa Ja ce mpwiara camo B
M3KIIOUMTENIHH Ciy4yad. PexkranHoTo npunoxkeHue TpsbBa Ja ce TNpeanoyMTa, TbH KATO
MHTPaMyCKYJIHOTO NPUIOKEHHE € OOJIe3HEHO.

[Tpu neua ¢ TenecHo Terno noa 15 kg He ce npenopbuBaT pa3TBOPH HA MH/1a30J1aM C KOHLIEHTPAIMH HANl
1 mg/ml. Tlo-BHcoKHTE KOHIIEHTpaluu TpAOBa Aa ce paspesar Ao | mg/ml.

JO3HUPOBKA TTPH AHECTE3HA

[TPEMETUKALTHS

[IpemenukaimsaTa ¢ MMIa30J1aM, NPHJIOKEH HEMOCPEACTBEHO MPEAH NPOLENYpaTa, BOJH N0 CeNHpaHe
(MHAYKUMS Ha CBHIMBOCT WM 3aMalBaHe M 00JjieK4yaBaHe Ha CTpaHa) M MPEeoNEPaTHBHO MOB/IHABAHE
Ha nameTTa. Muaa3onaM MoXke CBIIO J1a ¢€ Npuiara B KOMOMHaUus ¢ aHTUXOJIMHEPriYHH CpPE/ICTBa.
[Ipy ToBa moOKaszaHWe MHAazonaM TpsaOBa na Obae mNpwiaraH HWHTPABEHO3HO WM JIBJIOOKO
MHTPaAMYCKYJIHO B rofisM Myckys, 20 1o 60 MuHyTH npeau yBoJa B aHECTe3HA MIH 3a NPEATNOYHTaHEe
ype3 peKTajieH BT Ha BbBEXKaHe NpH Aela (BX. no-10iy). CTPHKTHOTO U HENPEKBCHATO Ha0/oIeH e
HA MAlLMEHTHTE CJie]l TpUIaraHe Ha NpeMeJUKauuaTa € 3aJb/DKHTEIHO, ThH KaTo WHIWB
YyBCTBHTEIHOCT BapUpa U MOXeE J1a ce MOABAT CHMIITTOMH Ha MPeI03HpaHe.

Bw3pacmnu:




3a npeloNnepaTHBHO CeUpaHe U NPeJIONEPaTUBHO MOBIHABAHE HA MAMETTA MpENnopbYMTENHATA 032
npy Bb3pacTHH ¢ husukaneH craryc ASA I u Il u Ha BB3pacT o 60 roguHu € 1-2 mg HHTPaBEHO3HO,
noBTopeHa npu Heobxomumoct, Wik 0,07 no 0,1 mg/kg, npunoxkeHa HHTpamyckyaHo. [lo3ara TpaOBa
na Obae HamaneHa W CcboOpaseHa ¢ MHAUWBHUAYAJHMTE HYXK[IM, KOraTo MMJa30j1aM ce Mpujara npu
Bb3pacTHHU HaJ 60-roauinHa Bb3pacT, H3TOLUEHH WIK XPOHUYHO 00HU nauueHTy. [IpenopbunrenHara
HayaiHa 1.v. 103a € 0,5 mg u T4 TpaOBa Ja ce THTpHpa 6aBHO criopen HykauTe. [IpenopbuBa ce no3a ot
0,025 no 0,05 mg/kg, npunoxxeHa HHTPaMyCKyJIHO. [Ipy € AHOBPEMEHHO NPHUIIOKEHHE HA HAPKOTHYHH
BElleCTBA J03aTa Ha MKAa3oaaM TpsabBa aa ce Hamaim. Obuyaiinara no3a e 2 10 3 mg.

Ileouampuuna nonyrayua.
HoBopoaenu u aeua 1o 6-mecevyHa Bb3pacr:
Ynorpebara npu aeua noj 6-MecedyHa BB3pACT HE Ce MPENOPHYBA, Thid KATO HAJIMYHHUTE JaHHH Ca

OI'paHHYCHH.

Jleua Han 6-mMeceyna Bb3pacT:
PextanHo npunoxenue: odiara no3a MmugasonaMm, obukHoseHo Bapupaia ot 0,3 no 0,5 mg/kg, Tpabea
na ce npuiaoxku 15 no 30 MHHYTH NpeaH YBOAA B aHECTE3HA.

PeKTaJIHOTO NPHIIOKEHHE HA pa3TBOpa OT aMITyJiaTa/(pjlakoHa ¢€ U3BBPIIBA MOCPEACTBOM IJIaCTMACOB
arJIMKaTop, MpUKpereH KbM Kpas Ha CIpHHLOBKaTa. Ako 00eMbT, KOMTO TpaOBa Ja ce MPHJIOXKH, €
MHOT'O MaJTbK, MOXe Jia ce mpubaBu Boja 10 nojydasane Ha o0 obem or 10 ml.

HMHTpaMyCKyNTHO MPHIOKEHHE: Thi KAaTO MHTPAMYCKYJIHOTO NPHIOXKEHHE € OO0JIE3HEHO, TO3H MBT Ha
BhBEX/IaHe TPAOBa Jja ce U3MOJI3Ba CaMO B M3KJTIOUHTENTHH clTydau. PekTanmHoTo npunokeHue Tpadbea aa
ObJe MPEeANOYHTAHUAT ITbT HA BbBEXK/aHE. Y CTAHOBEHO €, 00aue, ye no3a B rpanuuure ot 0,08 no 0,2
mg/kg MuaazonaM, MpUIOKeHa WHTPaAMYyCKYJIHO, € eexkTuBHa U Oe3onacHa. [Ipu neua Ha BB3pact
mexkay 1 1 15 roguHu ca HeoOXOIUMH NMPONOPLHOHAIHO [10-BUCOKH 03U B CPAaBHEHHE C BH3PaCTHUTE
Ha 0a3ara Ha TeIECHOTO TETJIO.

ITpu pena ¢ TenecHo Terio noj 15 kg He ce npenopbYBaT pa3TBOPH HA MM1a30J1aM C KOHLICHTPALMH HaJl
1 mg/ml. [To-BucokuTe KOHLEHTpaLMK TpsAOBa Aa ce pa3penar 1o | mg/ml.

BBHBEXJIAHE

Bw3pacmuu:

AKO MHJ1a30/1aM C€ H3IM0JI3Ba 3a BbBEKIAHE B aHECTE3HA, NMPEAX Aa Ca NMPHII0KEHH APYTHd aHECTECTHLIM,
HHIHBHIYJTHHAT OTroBop Bapupa. [lozara TpsadBa na Ob1e TUTpUpaHa A0 KenaHus eeKT B 3aBUCUMOCT
OT BB3pAacTTa Ha MAalMeHTa U KIMHUYHOTO ChCToAHHE. Korato MuaaszonaMm ce M3roi3Ba Mpeay UIv B
KOMOMHALIMA C JAPYTrd MPOAYKTH 3@ HHTPABEHO3HO WJIH HWHXAJAaTOPHO NMPHJIOKEHHE 3a BHBEXK/IAHE B
aHeCTe3MA, HaYaTHaTa /1032 Ha BCAKO JIEKAPCTBO TpAOBaA 1a Obae 3HAYUTETHO HaMaJieHa, MOHAKOTra 10
25% oT HayaJHaTa 1032 Ha OTEJHHA JISKAPCTBEH NMPOAYKT. JKe/laHOTO HUBO HA AHECTE3HA CE NMOCTHra
ype3 CTHNAIOBHAHO TUTpupaHe. MHTpaBeHO3HaTa BbBeXJalla 103a MHIa3onam TpaOBa na Obae
npuioxeHa 6aBHO, C MOCTENEHHO NMOBUINaBaHe. Besako moBUinaBaHe He MoBeye OT 5 mg TpAOBa Aa ce
HWHXKEeKTHpa B npoaw/pkeHue Ha 20 no 30 ceKyHOH, KaTo ce OCHIypABaT 2 MHHYTH MEXIY OTAETHHUTE

NnocyenO0BaTC/IHU INOBUILIABaAHHA.

e [Ipy npemenukuMpaHH BB3PACTHM NaLMEHTH noA 60-rogwinHa BB3paCT ODMKHOBEHO €
nocrarbuHa no3a ot 0,15 1o 0,2 mg/kg, npunoxeHa uaTpaBeHo3HO. [Ipu Bb3pacTHU nanueHTH
noj 60-rogumHa BB3pacT 0€3 npemeauKalMs 103aTa MOXE J1a Oblie Nno-BUCOKA (O 3 no 0,35
mg/kg 1.v.). AKO € HeoOXoAuMO Aa ce 3aBbplIM MHAYKLUUATA, MOXKE [Ja
NOBHIIaBaHUsA ¢ npuOIM3uTenHO 25% OT HavanHara J03a Ha nauﬂem?/
BBBEXKJIAHETO B AaHECTE3HATA MOXE [a MNPOABL/DKM C HHXAJATOPHH




pEe3HCTEHTHH ciiydan obma go3a ot Ao 0,6 mg/kg Moxke aa 6bae H303BaHa 3a HHAYKIHSA, HO
BHCOKHTE JI03M MOr'aT Jia YAB/DKAT Bb3CTaHOBABAHETO.

e [Ipu npeMeIMKHpaHH BB3PacTHH Haj 60-roguiiHa BB3pacT, U3TOLIEHH WIH XPOHHYHO OOJIHH
MalMeHTH J103aTa TpAOBa /1a ce HaMalli 3HaYMTeNHOo, Hanp. ao 0,05 - 0,15 mg/kg, npunoxxexnu
i.v.. B npoan/pkeHue Ha 20 - 30 cekyHH, KaTo ce H34akBa 2 MHHYTH 3a MPOsABABaHE HA €(EKTa.
Bw3pactaun Hag 60-roguinHa Bu3pact 0e3 npemeaukals OOMKHOBEHO CE HYXKAAAT OT IOBEYe
MH1a30/1aM 3a BbBexaHe. [IpenopruBa ce HauanHa no3a ot 0,15 mo 0,3 mg/kg. [laumenture
6e3 mpeMeauKalHa C TEXKO CHCTEMHO 3a00iigBaHE WIM JpPyro yBpexaaHe OOMKHOBEHO Ce
HYXXAAAT OT [0-MaJIKO MHMa30/1aM 3a BbBexAaHe. ODMKHOBEHO € 10CTaThb4Ha HaYyaliHa 11034 OT

0,15 no 0,25 mg/kg.
CEJATUBHA KOMITOHEHTA ITPH KOMBUHHUPAHA AHECTE3WA

Bw3pacmnu:

Munazonam MOXKE Jia Ce Npujiara KaTo ceJaTHBHA KOMIIOHEHTa MpH KOMOMHHpaHa aHECTEe3Hs 4pes3
MHTEPMHUTEHTHH MAaJIKW HMHTpaBeHO3HH 103 (B rpanuumte Mexay 0,03 u 0,1 mg/kg) wim xaro
HEMpeKbCHAaTa HHTpaBeHO3HAa HHGY3us (B rpanuuure mexay 0,03 u 0,1 mg/kg), obuxkHOBEHO B
KOMOMHaIMA ¢ aHanreTdi. Jlo3ara ¥ MHTEpBaJMTE MEXKAY HO3MTE Bapupar B 3aBUCHMOCT OT

MHIMBHIYAJIHATA peaKklMs Ha alHeHTa.
[Ipu BB3pacTHH Haj 60 roJWHH, U3TOLIEHH WK XPOHUYHO OOJHH MALIMEHTH LIE Ca HEOOXOIUMH I10-

HHUCKH MOAXBbPHKALIH J03H.

CEJIUPAHE B UHTEH3WMBHHU OTJAEJIEHHUA

JXenaHoTto HUBO Ha CelMpaHe ce IOCTUra Ype3 CThIATOBUAHO THTPHPAaHe Ha MH/1a30J1aM, MOCIEe1BaHO
OT HENpeKbCHATa MH(Y3HA WIH MHTCPMHMTEHTHH OONYyC HHDKEKLHM, B 3aBHCHMOCT OT KIHHHYHATa
Hy>K1a, QU3UKATHUA CTATYC, B3PacTTa U ChITBTCTBAIIOTO MEIMKAMEHTO3HO JIeueHHe (BK. TOUKa 4.5).

Bw3pacmnu:

UurpaBeHosHa HaroBapsaina nosa: 0,03 mo 0,3 mg/kg Tpsabsa na ce npunara 6aBHO ¢ MOCTETIEHHO
nosuiiasate. Besko nopuimaBane ot 1 10 2,5 mg TpadBa na ce urkekTUpa B IpoAab/pkeHHe Ha 20 10
30 ceKyHOH, KaTo MEXAY MOCAEI0BaTe/IMTe MOBHUIIABAHHA C€ OCTaBAT 2 MUHYTH. [Ipn naumeHTH
XHIIOBOJIEMHS, ChOB CIa3bM HJIH XMIIOTePMHA HaTOBapBallaTa Jo03a TpAOBa Ja ce HaMallM WK Ja ce
nponycHe. Koraro Mmaazonam ce mpuiara ¢bC CWIHO AEHCTBAIM aHANTeTHIHM, Te TpAOBa na ce
NPHJIOXKAT B HA4aJlOTO, TaKa 4e CeJaTUBHUTE €(EeKTH Ha MHja3onaM jJa morar 0e3omacHO [a ce
TUTPUPAT Ha OHA Ha CEAUPAHETO, NMPEAU3BHKAHO OT aHAJITETHLIMTE.

WuTpaBeHo3Ha noaabpikaia ao3a: nosure moxe na sapupart ot 0,03 no 0,2 mg/kg/h. Ilpu nanpenT ¢
XUIMOBOJIEMHS, CHIOB CMa3bM HIH XHMNOTEpMHMs NOAAbpXKAlIaTa Ao3a TpadBa Aa Obae HamaieHa.
HuBoTo Ha cequpane Tpabsa na 6be oueHaABaHO peAoBHO. [1py Npoab/DKHTENHO CeiMpaHe MOXe Jia Ce
pa3Bve MOHOCHMOCT H J1a C€ HANIOXKH J103aTa /1a C€ YBEJIMYM.

ITeouampuyuna nonynayus

Hosoponenu u zena 1o 6-mMeceyHa Bb3pacT:
Mupnasonam TpabBa aa ce npuiara noj gopmara Ha HEMPEeKBECHATA MHTPaBEHO3HA MH(Y3Us, KaTo ce
sanoyre ¢ 0,03 mg/kg/h (0,5 pg/kg/min) npu HOBOPOAEHH C reCTalMOHHA BB3pacT <32 CEIMHIM HIH
0,06 mg/kg/h (1 pg/kg/min) npH HOBOPOAEHH C reCTaLIMOHHA BB3pacT >32 CeIMHLM H Jiena 10 6 Mecela.
He ce mpenopbsuBaT MHHTPaBEHO3HHU HATOBAPBALIA JIO3HU MPH HEJOHOCEHH KbpMAyeTa,

HOBOpOJIEHH H Jena 10 6 mecena. Ilo-ckopo uH(py3usATa MOXKE Ja ce MycHe Aa Teye mo-0bp30 mpe3s
MbPBUTE HAKOJIKO 4aca, 3a Jia C€ yCTAHOBAT TEPaNeBTHYHM IUIa3MEHHM HUBA., TpAOBa BHUMATEIHO
4ECTO J1a C€ MPABH NMPeolieHKa Ha CKOPOCTTa Ha HHGY3uATa, 0COOEHO clie/i MbpBHTE 24
ce TpuJiara Hai-HHUCKaTa Bb3MOXKHA e(eKTUBHA 1032 U Ja Ce. HAMAIIH BB3MOXHOCTTA
Ha JIEKApCTBOTO.

HeobxoauMo € BHHMAaTeIHO HAOMIOIEeHHE HAa YECTOTAaTa HA JULIAHE H KUCIIOpOHATA




Jleua Hag 6-MeceyHa BB3pacT:

[Ipu naTYOUpaHHU ¥ BEHTUIMPAHH MEeIHaTPHYHH NalMeHTH HaToBapBamara qo3a ot 0,05 no 0,2 mg/kg,
NMPUJIOKEHA HHTPABEHO3HO, TPAOBA Ja ce nmpuiara 0aBHO B MPOABIKEHHE HAW-MAJIKO Ha 2 10 3 MMHYTH,
33 1a Ce MOJYYH XKelaHusAT kiuHuueH edekt. Mupazonam He TpabBa na ce npwiara karo Obp3a
MHTPABEHO3HA MHMKEKIHUA.

HaroBappaiuara 103a ce nocjieqisa oT HenpekbCcHaTa HHTpaseHo3Ha uHQy3ua ¢ 0,06 1o 0,12 mg/kg/h (1
10 2 pg/kg/min). CxopocTtra Ha UH(Y3UATa MOXeE J1a ObJie MOBHILEHA WIIM NMOHMKEHA (OOMKHOBEHO €
25% or HayalHaTa WM clelBaliara MHQY3MOHHA CKOpPOCT) CIiopel HYKAWTEe, WIH MOXe Oa ce
[IPUJIOXKAT JOIMBJIHUTE/IHY HHTPaBEHO3HHU J103H MHAa30J1aM, 3a Ja C€ 3aCHIH MIIH NOAAbPKa JKEJIaHUAT
e(peKT.

Koraro ce 3amouyBa HHQY3HA ¢ MHIa30j1aM TpH MAlMEHTH C HapylleHa XeMOJWHaMHKa, oOHJaiiHaTa
HaTOBapBalla 103a TpAOBa Ja ObJe TUTpHpaHa C MaJIKM MOBUIIABAHHA W MALMEHTHT TpAOBa na ce
MOHHTOPHPA 3a XEMOJAHWHAMHYHA HECTAOMITHOCT, HAMp. XHIOTOHHA. T€3M MalMeHTH ¢a YYBCTBUTEITHH
CBIIO M KbM MOTHCKANHTe eheKTH Ha MHIA30/1aM BEPXY JHXATe/IHATa CHCTEMA H H3UCKBAT BHUMATETHO
MOHHMTOPHPAaHE Ha JMXaTeJIHATa YeCTOTa ¥ KHCJIOPO/IHATA CaTypallys.

[Ipy HEIOHOCEHH KbpMadeTa, HOBOPOJEHH M Je€lla ¢ TejiecHO Teryio nox 15 kg He ce mpenopbryBar
pa3TBOpPM Ha MHIA30jaM ¢ KOHLEHTpauud Haja 1 mg/ml. Ilo-BrcokuTe KOHUEHTpaiyu TpAOBa aa ce
pazpeaar a0 1 mg/ml.

Cneyuannu nonynayuu

brOpeuyHo yBpexKIaHe:

[Ipu nmaumenTu ¢ Texko ObOpeuHo yBpexnaHe (kpearTHHHMHOB KiMpbHC noa 30 ml/min) muaasonam
MOXe Aa Obae NpUApPYXKEH OT MO-U3pa3eHa U NPOAB/LKMTENHA CeAalus, BKIIOYMTEIHO KIMHWUYHO
3JHAYKMMa pecTiMpaTopHa M ChpAeYHO-ChA0Ba Aenpecud. [lopamu ToBa Muaa3onaM TpadBa aa ce qo3upa
BHMMATEJTHO TIPH Ta3M MOIMyJaliys MALMEHTH W 1a CE TUTPHUpA 3a xkenaHus edekr (Bxk. Touka 4.4). [1pu
nalpeHTH ¢ ObOpedHa HeOCTaTHUYHOCT (KpeaTHHHHOB KMpBHC <10 ml/min) ¢papMakokuHeTHKATa Ha
HECBbp3aHHA MHAA30JiaM C/€] €AHOKpPaTHa HHTPaBEHO3HA 03a € noi00Ha Ha Ta3H, cboOLaBaHa npu
3apaBu ao6posonuu. Cren npoab/KUTeIHa MHQY3Hs IPU NALWEHTH B MHTEH3UBHO OTIENIEHHE, 00aue,
CpeAHaTa NpOAL/DKHTENTHOCT HA CeJAaTHBHUSA e(eKT NpH nomynanusaTa ¢ 0b0peyHa HeJOCTaThYHOCT €
OuMjia 3HAYMTEIHO TIOBHMIEHA HAW-BEPOATHO TMOpPaJAM KyMyJHpaHe Ha | -XUAPOKCHMMHAA30J/1aH
FMIOKYPOHHJ (BXK. TOUKH 4.4 1 5.2).

YepHoapoOHO YBpeXaaHE:
YepHoapoOHOTO YBpeXKNaHE HAMalIABa KIHPBHCA HA WHTPABEHO3HO TPWIOKEH MMAA30jlaM C

MOC/IeIBAIl0 YBeJIHYeHHEe Ha TEePMHHAJIHMA NMONyXHBOT. [lopanu ToBa KNIMHUYHKTE €EKTH MOXE J1a
ObHaT mo-u3paseHd ¥ npoabpkuTenHd. Heobxoaumara no3a muaasonam moke aa Ob1e HaMaleHa U
TpAOBA [ja C€ OCUT'YPH MOIXOAAII0 IPOCIEAABAHE HA )KU3HEHHUTE TIPU3HALM (BXK. TOYKa 4.4).

[Ieouampuuna nonyaayus
Buxre no-rope u Touka 4.4.

4.3 IlporuBonokasaHus

CBpBbX4YBCTBUTEIIHOCT KbM O€H30/IHA3CIMHA HWIH KbM HAKOE OT MOMOLIHWTE BEILECTBA, HW30pOEHH B
Touka 6.1.

Ce,.‘]}lpﬂl-]ﬂ ChC 3ana3BaHC Ha Cb3HAHHCTO IPH IMALHCHTH C TCXKKa pPCCIIHPpATOPpHAa HC
OCTPO INMOTHCKAHC HA JHILLIAHCTO.

=
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4.4 CoenuajHu NpeaynpekIAeHHAs H NMPeANa3HH MEPKH NpH ynorpeda

Mupaszonam TpsOBa [a ce MpHuiara caMo OT JIEKAPH C OITHT, [IPH HAITBJIHO OCHTYPEHO HAOMOAEHHE H
NOAABPKAHE HA JMXaTeliHaTa U ChPACYHOCHAOBaTa (DYHKUHMA, M OT JIMLA, CNEUHaJHO O0yYeHH 3a
pa3no3HaBaHe W JieYeHHe HAa OYaKBAHUTE HEXEJaHHW CHOMTHSA, BKIIOUMTENHO JIMXATe/IHA H ChpJeyYHa
pecycuTauus. IMa cho0IIeH s 32 TEXKKH HEXEJIaHH ChOUTHS OT CTPaHa Ha Chp/IeYHaTa H IMXaTeTHaTa
cucreMa. Te ca BKIIOYBAIM MOTHCKAHE HA JAMIIAHETO, allHed, JUXATeNIeH apecT /MM Chp/JIeueH apecT.
Te3u xmuBOTO3acTpalLIaBALIM HHIMACHTH € MO-BEPOATHO 1A CE MOABAT, KOraTo HHIKEKIHATA CE IMOCTaBA
TBBpAE OBP30 WM KOraTo ce npHjara BUCOKa 103a (BHXK. Touka 4.8).

BeH3onmMa3enHHUATE HE CE MPENOPHYBAT 32 OCHOBHO JIEUEHHE Ha NICUXOTHYHM pa3CTpoHCTBA.

CnenMajlHO BHUMaHHe € HeoOXOOMMO MpPH MOKA3aHHETO CeJalluA ChC 3aMa3BaHE HA Ch3HAHMETO MPH
MalMeHTH C YBpe[eHa auxareiHa QyHKLHA.

[TenuaTpHYHHUTE MALMEHTH MOJ 6-MeceuHa BB3pacT ca 0co0eHO YYBCTBHTEIHM KbM OOCTPYKLMA Ha
AMXATEHWTE MBbTHINA M XUNOBEHTHIALMA M MOpajJd TOBAa TUTPHPAHETO C MAJIKHM IOKa4YBaHHMA O
MOCTHUIraHe Ha KJIMHWYEH e(PEeKT W BHUMATEIHOTO HabMoAeHHe Ha YeCcTOTaTa Ha JUIlIaHe H HACHIIIAHETO
€ KMCJIOpPOZL ¢a 0CO0EHO BAXKHH.

Korato Myaa3osaM ce H3MOi3Ba 3a NpeMeNUKallid, 3aIb/DKMTETHO € aJeKBaTHOTO HaO/IIO/IeHHE Ha
nalnMeHTa Ccliel NPHIOKEHHETO, ThH KAaTo WHAMWBHAYaJHaTa YYyBCTBUTE/IHOCT BapHpa H MOXe Ja
BL3HWKHAT CUMITTOMH Ha MpPEeN03HUpaHe.

CneuuanHo BHUMaHue TpAOBa Jia ce OT/e)H, KOraTo MMJa3ojiam ce Ipuiara 1pH MauHeHTH C BUCOK
PHCK:
e BBb3pacTHU HajA 60-roaMIlHA BB3PacT;
¢ XPOHMYHO OOJIHM WJIH M3TOLIEHH MALIMEHTH, KaTO HalpHMeEp.
- MAalMeHTH C XPOHUYHA IMXATe/HA HeAOCTaThbYHOCT;
- TIALMEHTH ¢ XpoHW4Ha OBOpeUHa HEAOCTATHYHOCT;,
- TAlMEHTH ¢ yBpeaeHa yepHoapobHa GyHkima (OeH30AMa3enHHATE MOTaT Jia Ce yTadBaT
WM [a 060CcTpAT eHnedaonaTiaTa Npy MalMeHTH ¢ TEXKKO YepHOAPOOHO YBpeKIaHe),
- MAalMeHTH C YBpeleHa ChbpacyHa QyHKLMA,
- neJUaTpHUYHU MAlHEHTH, 0COOEHO Te3M C HeCTaOWIIHA ChPAEYHOCHI0BA (PYHKLHA.

Te3u BUCOKOPHCKOBH MAIIMEHTH M3HCKBAT MO-HUCKM 103H (BX. Touka 4.2) ¥ TpsOBa HEMPEKbCHATO /14
6baaT MOHUTOPHPAHH 332 PAHHH MPH3HALIM HA NPOMEHH B XKH3HEHHUTE (PYHKLMH.

Kakro npu BcHukd BemecTBa ¢ motuckaul edekt Bbpxy IHHC wunm ¢ MycKylnHO-penakcHpariiy
CBOMCTBa, 0coOeHO BHHMaHHe TpAOBa Ja C€ OTHAENH, KOraro MHa3oiaM ce rpujiara rnpHy NamueHTH C
MHACTEHHUS I'PaBHUC,

Ilonocumocm
HUma crobmenus 3a u3BecTHa 3aryba Ha e(QHKAacHOCT, KOrato MHIa3ojiaM C€ H3Mo/I3Ba 3a
MPOIB/DKUTEIHO CeIMpaHe B HHTCH3WBHUTE OTHEJICHH.

Jasucumocmiu
KoraTo Muaazonam ce H3MnoJi3sa 3a NPOIbJDKHTEHO CeAMpaHe B MHTEH3UBHUTE OT/IE/IeHHs, TpsAOBa na

3a 3/10ynoTpeda ¢ aNKOXO0J H/HMITH JiekapcTsa (BxkK. To4ka 4.8).




Cumnmomu Ha omuemane

[lo BpeMe Ha NPOABIDKUATEITHO JICYUEHHE C MHUA30J1aM B MHTEH3HUBHUTE OT/ICICHHA MOJXKE /1a CE pa3BHe
duzHyecka 3aBUCUMOCT. [lopaau ToBa BHE3AMHOTO NMPEKBCBAHE HA JIECYEHHETO 1€ CE€ CHIPOBOXKAA OT
CHMIITOMH Ha oTHeMaHe. Moxe Ja ce MOsABAT CIEJHUTEe CUMITOMM: IliaBoOonue, AHapHui, MYCKYJIHA
0ONKa, EeKCTPEMHA TPEBOXKHOCT, HanpexeHue, O0e3noKoHCTBO, OOBpPKBaHE, pa3APa3HUTEIHOCT,
HapyIllieHUs Ha ChbHA, MPOMEHH B HACTPOCHHUETO, XAMOLMHALMM W I'bp4yoBe. TBH KaTO PHCKBT OT
CHMIITOMHTE Ha OTHEMAaHEe € MO-rojiAM CJel BHE3aIHO IMPEeKbCBaHe Ha JICYEHHETO, IPEenopryBa ce
703aTa /ia C€ HaMaJIsBa NOCTENEHHO.

Amnuesun

Mupazonam MOXe Ja NMPUYHMHH AHTEPOrpajHa amHe3us (4ecTo TO3U e(eKT € MHOro JKejlaH IIpH
CHTYaLIM{ MPeJy U MO BpeMe Ha XUPYPru4HU U JHArHOCTHYHH MPOLEAYPH), YUATO NPOIBIDKHTETHOCT
e JNHUPEKTHO CBBbpP3aHa ¢ TNPHJOXKEHATa [03a, KaTO PUCKBT CE€ YBE/IMYaBa IMPU MO-BHCOKH J103M.
[IpombmkuTeTHATA AaMHE3MS MOXE Ja NpeAcTas/sBa npodiieM npH aMOyJIaTOpPHHTE MMAaLMEHTH, KOMTO
Ce M3MUCBAT ciiel uHTepBeHUMATa. Clie] mapeHTepajHO MPUIOKEHHE Ha MHAA30/aM, MAalHEHTHTE
TpsOBa Ja ce H3MHUIIAT OT OOJTHUIIATA WIH JIeKapCKus KaOMHET CaMo aKo ca C MPUAPYKUTEL.

[apaodoxcannu peaxyuu

Mma choOmieHMs 3a mapajoKCalHH peakuud Kato 0e3MnOKOWCTBO, aXKUTalMs, pa3ipa3HHUTEHOCT,
HEBOJIEBH JBIDKCHHA (BKJIIOUYHTEIHO TOHHYHO/KJIOHMYHH TBbPYOBE M MYCKYJEH TPEMOp),
XHMIEPAaKTHBHOCT, BpaXAeOHOCT, Ne/MI03MH, Peaki|s Ha ApOCT, arpeCUBHOCT, TPEBOXHOCT, KOLIMapH,
XaMOIMHAIAH, TICHXO3H, HEMOAXOMAIIO MOBEACHWE M APYIH HEKEJIaHH IMOBEICHYECKH pPEeaKilHH,
MapoKCH3MaIHa BB30yaa U (PH3HYeCKO HacHIHe, MOABABALIM ce ciel yrnoTpeba Ha Muaazonam. Tesn
peakilMH MOXKe JIa Bb3HMKHAT TPH NPHWIOKEHWE Ha BUCOKH JO3M H/WiIHK NIpH OBbp30 HIDKEKTHpaHe. Hai-
BHCOKA 4€CTOTA Ha TAKMBA PEaKilMH € ChoOIIeHa NpH ielia M NMalMeHTH B CTAPYECKH BB3pacT. B cinyyait
Ha NMOABa Ha TAKUBA pPeaKLMH, TPAOBA Aa ce OOMMCIIM NPEeKpaTABaHE HA JIEKapCTBOTO.

IIpomeneno enumunupane Ha MUOa3onam

EnMMHHHpaHETO HA MHOA30/1aM MOXKE Aa Obe MPOMEHEHO INPH MalMeHTH, NOoJyYaBallyd BEUIECTBa,
kouTO HHXHOUpaT Wik uHayudpatr CYP3 A4 u Moxe 1a ce HaloKH 103aTa Ha MHa30JiaM ChOTBETHO /A
ce KOpHTHpa (BX. TOYKa 4.5).

EnuMUHHpaHEeTO Ha MH/Ia30J1aM MOJKe CBIIO Aa Obae 3a0aBeHO NpH NalKUeHTy ¢ YBpeieHa Y4epHOApoOHa
(GYHKLHA, MATBEK ChpAcYeH Ae0UT U IMPU HOBOPOAEHH (B3K. TOYKa 5.2).

CvHHA anHes
Munazonam TpaOBa Aa ce U3MOJI3Ba M3KITIOUYMTEIHO BHUMATETHO [PH MALHEHTH ChC CHHAPOM Ha ChHHA

arHes W naieHTHTe TpAOBa PENOBHO a ce Habmo/IaBar.

Hedownocenu kvpmavema u H060pooeHu
[lopany NOBMILEHHMA PUCK OT amHEs CE MpEnopbyYBa M3KIOYHMTEIHO BHHMAaHHE, KOraro ce ceaupar
HEJOHOCEHH HOBOPOJIEHH M HEJOHOCEHH HEHMHTYOMpaHM KbpMmadera. HeoOXoauMo € BHMMATEIHO
HaOJIIOICHHE HA YECTOTaTa Ha [HINaHe H KHCIOPOAHATA caTypalusa. bbp30To HHKeKkTHpaHe TpaOBa Ja
ce U30ATrBa MPH HOBOPOZACHH.

HoBopoieHHTe NMpHUTeKaBaT HaMaJieHa W/WiTH He3psiia OpraHHa (YHKIMA H ChLIO TaKa Ca YyBCTBHTETHH
KBM TBJIOOKHTE W NMPOABIDKHTETHU eeKTH Ha MHIa30j1aM BbpPXY JHXaTe/IHaTa CHCTEMA.

MMa cho0OLIeHHs 3a HEXEJIaHH XEMOJUHAMWYHH ChOUTHSA TIPH TNeIHATPUYHH MAIMEHTH ¢ HecTaOuIHa
CHPACYHOCHAOBA (PYHKIMA; MpU Ta3W nomynauusa Tpsadea na ce u3darsa OBP30TO HHTPABEHO3HO
NPUIOKEHHE. -

Ileduampuynu nayuenmu noo 6-meceyna ev3pacm
[Ipu Ta3u monyjauMa MHA30/1aM € MOKa3aH 3a ceAalus camo B HHTEH3HBHH OTJICNICHHA,




[lequaTpuuHKTe MALMEHTH MOA 6-MeceuHa BH3pacT ca 0COOEHO YYBCTBUTEIHHM KBM OOCTPYKLMA Ha
NIMXATE/THUTE ITBTHINA W XMITOBEHTHIALMA, MOPaAH TOBA TUTPHPAHETO C MAJIKH YBEJIMYEHHA Ha J03aTa
0 TOJly4aBaHe Ha KJIMHHYEH €(eKT W BHHMATEIHOTO HaljrofieHWe Ha 4YecToTaTa Ha [JHIIaHe H
KMCJIOPOIHaTa caTypauus ca ocobeHo BakHH (Bxk. cblo Touka ,HemoHocenw kbpmavera H

HOBOPOAEHH " MO-rope).

Eonospemenna ynompeba c arxoxon / oenpecanmu na L[HC

EnnoBpemeHHarta ynorpeda Ha MH1a3071aM ¢ ankoxol u/uinH aenpecantd Ha LIHC Tpabsa na ce uzbsarsa.
TakoBa eJHOBPEMEHHO NPUIIOKEHHE MOXKE a 3aCHIM KIHHHYHUTE e(DeKTH Ha MHa30J1aM, KOETO MOJKe
Na BKJIIOYBA TEXKa CeAallks, KOATO MOXE Ja J0BeAE A0 KOMa WIH CMBPT, WJIH KJIHHMYHO 3Ha4YHMa
pECNMpPaTOPHH Aerpecus (BxkK. Touka 4.5).

Anamuesa 3a 3n0ynompeba ¢ ankoxon wiu 1ekapcmea
Kakro npu apyrure OeH30AMa3eNMHH, NPWIOKEHHETO HA MHAa3onaM TpsiOBa ga ce u30Arsa mnpu

MalMEHTH C aHAMHE3a 32 3J10ynoTpeda ¢ aikoXo/ HIH JIEKapCTRa.

Puck om eonogpemenna ynompeba Ha onuouou

EnnoBpemeHHara ynorpeba Ha MHUIa30jaM H OMMOMAH MOXe Ja J0Bele A0 CeAalusd, pecluparopHa
aenpecusa, koMa W cMbpT. [lopagu Te3u pUCKOBE, €AHOBPEMEHHOTO MPEANKMCBAHE HA YCIIOKOMTE/IHH
neKapcTBa Kato OeH304Ha3eNMHHY WK CBbP3aHH JIEKapCcTBa KaTo MHAa30J1aM ¢ OITHOMAM TpsAOBa 1a Obae
3aMa3eHo 3a MaLMeHTH, 3a KOMTO HE Ca Bb3MOXKHH AITEPHATHBHH BB3MOKHOCTH 3a JieYeHHEe. AKO ce
B3eM€ pEIIICHHE 3a MPENMCBaHe Ha MUA30J1aM €IHOBPEMEHHO C ONTMOM/IH, TPAOBA J1a ce U3I10/I3Ba Ha-
HHCKaTa e(peKkTHUBHA 033 H MPOABL/DKUTEIHOCTTAa Ha JICYeHHETO Ja Oble Bb3MOKHO HaH-KparTka (BxK.
CBINO OOIIMTE NMPENOPHKH 3a J03HPaAHE B TOUKA 4.2).

[TaumenTute TpsadBa na O6bIAT BHUMATENHO MPOCIEAABAHM 34 MPU3HALIM U CHMITTOMM Ha peclMpaTopHa
Jieripecys M cenanusa. B ToBa OTHOLIEHHE CHTHO c€ TIPEeNopbyuBa NALMEHTHTE U TEXHUTE OOTHOrNEAauH
(KBAETO € MPHJIOKHMO) J1a Ob1aT HHPOPMHUPaHH J1a CINEAAT 3a TE3W CUMITTOMH (BXK. TOuKa 4.5).

Kpumepuu 3a usnuceane

Cnen monydaBaHe Ha MHMJa30/iaM, MalMEHTUTE TPAOBa Aa OBAAT W3NHCBAHM OT OOJHHLIATA WM
JIeKapcKusa KaOuMHeT caMO KOraTro TOBa € MpernopbyaHO OT JIEKYBalUA JIEKap U aKo MalMeHThT € C
npuapyxuten. [Ipenoprusa ce naumeHTUTE Aa OBAAT NPUAPYXKABAHU, KOraToO C€ BPBLUAT BKBIIH ClIe]L

HU3IMTHCBAHC.

To3u nekapcTBEH MPOAYKT ChABPXKA Mo Mayiko oT 1 mmol (23 mg) natpuii Ha 1 ml, T.e. npakTHYeCKH
HE CBAbpXKa HATPHH.

4.5 BsaamojeicTBHE ¢ JPYIH JIEKAPCTBEHH NPOAYKTH U APYrH GOPMH HA B3AHMO/JCHCTBHE

dapMakOKWHETHYHHU B3aUMOAECHCTBUA
Mupazonam ce merabonuzupa ot CYP3A4 u CYP3AS.

HMuxuburopu v uHaykropy Ha CYP3A Morar ChOTBETHO Oa TIOBHIUAT W HAMAIAT IUIa3MEHUTE
KOHLIEHTPALIMM, a OTTaM U edeKTuTre Ha MHJIa30/1aM, KaTo TOBa M3HUCKBa CHOTBETHO KOpHTHpaHE Ha

n03ara.

MdapMaKOKHHETHYHHMTE B3aMMOJEHCTBUS ¢ HHXUOUTOpH WK HHAYyKTOpH HAa CYP3A4 ca no-uspaseHH
cliefl MEPOPAIHO MPUIOKEHHE B CPABHEHHE ¢ WHTPABEHO3HO NMPHIIOKEHHE HAa MHAA30liaM, 0coOeHO
nopaau HamuuueTo Ha CYP3 A4 B ropHuTE OTAE/IM HA CTOMALNHO-4YpEeBHH TpakT. [Ipu nepopanHusa neT

Ha BbBEX/aHE Ce IPOMEHS U CUCTEMHHS KIIMPBHC, H OHOHAIMYHOCTTA, IOKATO NPH NapeHTepaH e
Ha MPHIIOKEHHUE CE NPOABABAT CaAMO IMPOMCHHTC B CUCTEMHHA KIIHPBHC. ‘:{ﬁ Jﬂﬂ ﬁ(} 1?;1'1
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Cnen WHTpaBeHO3HO MPWIOKEHHE Ha E€JHOKpaTHa [103a MHAA30JaM MOCHEACTBHATA BBPXY
MaKCHMAaJIHHA KIHHHYEH eeKT, AbpKaly ce Ha uuxubupane Ha CYP3 A4, e 6baar Maiku, n0KaTo
NPOABDKHTENHOCTTA Ha edexra Moxe Aa Obae ysenuwdeHa. Cnell MPOAB/DKUTENHO NPHIOKEHHE Ha
MHJazonaM, obauve, mpu Hanuuwe Ha uHxuOuUpaHe Ha CYP3A4 me ce yBenuMyar BeJIMYMHATA W
MPOAB/DKATEIHOCTTA Ha edieKTa.

HsaMa npoy4BaHHA Ha NMpoMAHaTa Ha (apMaKkOKMHETHKATa Ha Muaasonam noj siusHHe Ha CYP3A4
clie]] PEKTATHO M HHTPaMYCKyJIHO npuioxeHue. Oyaksa ce, 4e Te3u B3aUMOICHCTBHA IIe ca 1o-ciado
W3pa3eHH NPH PEKTaJeH B CpaBHEHHE C NepopajieH IbT Ha BbBEXKIaHE Mopaau 3aobHKansHe Ha
CTOMAIHO-YPEBHHSA TPAKT, JOKATO CJie]] HHTPaMYCKYJIHO MPHIOKEHHE E(EKTUTE HA H3MEHEHHETO MO/
pp3ekicTere Ha CYP3A4 ne Ou TpabBano 1a ca 3HAYMTEHO MO-Pa3jiMYHH OT HAOJIIOJaBaHUTE ClieN
MHTPaBEHO3HO MPUIOKEHHE Ha MH1a3071aM,

ITpu enHoBpeMeHHO npwiokeHHe ¢ HHXHOUTOp Ha CYP3 A4 xiMHH4HHTE e(PEeKTH Ha MH/Ia30J1aM MOrat
na OBJAaT MO-CHJIHH, a CBHIIO M NO-IBIATOTPaiHMA U MOXKE Jja CE Ha/IOXH Mo-HUCKa 1o3a. [lopanu Toea ce
[pernopbYBa BHUMATETHO NMPOC/IeaiBaHe Ha KTHHHYHHUTE eeKTH U XKH3HSHUTE NPU3HALM [pH ynoTpeda
Ha MMJA30JIaM, KaTO C€ MMa MpeIBH]l, Y€ T€ MOXKE [a ca MO-H3pa3eHH U [a NMPOAB/DKAT IMO-ABJr0 MpH
eTHOBpPEeMeHHO npuioskeHune Ha HHXuOuTOp Ha CYP3 A4, nopu u ako ToM € najeH caMo BeHbXK. Tpsadsa
7ia ce oTOeNeXH, Ye MPUIOKEHHETO Ha BUCOKH I03H WIH NPOAB/DKUTETHA HH(Y3HA Ha MHIAa30/1aM IpH
NaLHEHTH, MoTy4aBamyd MoiqHA HHXHOMTOpH Ha CYP3 A4, Hanp. npy MHTEH3UBHH I'PIDKH, MOXE 1a
N0BeAe 0 MPOABDKMTENTHH XWHITHOTUYHH ©(exTH, 3a0aBeHO BB3CTAHOBABAHE H pPECIHPATOPHA
IeNpecHs, KaTo MOpajd TOBa Ce Hajlara KOpuMrupase Ha jaosarta. IIpH e JTHOBpEMEHHO MPHIIOXKEHHE C
uHaykTop Ha CYP3A4 wiuHuyHuTe epekTH Ha MHIa301aM Morar a Obaar no-cjabu, a chIIO H M0-
KPaTKOCPOYHH M MOXKE /1a C€ HAIOXKH MO-BHUCOKA 1034.

[To oTHOIIEHHE Ha HHAYKIMATA TPAOBA a ce MMa NpeBU, Ye 3a [Ipolieca Ha HHIYKIHA ca He00X0AUMH
HAKOJIKO JIHH, 34 J1a C€ JIOCTHIHE MaKCHMAIHHMAT e(eKT ¥ CBIN0 Taka HAKOJIKO AHH, 3a Ja OT3BYYH. 3a
pa3/iMKa OT HAKOJIKOJHEBHO JIeYeHHE ¢ HHIYKTOP, KPaTKOTPaHHOTO JIEYeHHE C€ OYaKBa J1a JoBeje 10
Mo-c/1abo HM3pa3eHH B3aMMOJCHCTBHA THMN ,JIEKApPCTBO-NeKapcTBo” ¢ MHuaszonam. [lpw MomuHuTe
HHJIYKTOpPH, obaye, He MOXe J1a Ce W3K/IIOYH KITMHHYHO 3HAYMMa HHAYKIHS JOPH H Clel KpaTKOTPaHHO

JICHECHHC.

He e u3BecTHO MH1a30/1aM 1a npoMeHs hapMaKOKMHETHKATa Ha JPYTH JIEKapCTBa

JlekapcTBEHH NPOAYKTH, KouTo HHxuoupar CYP3A:

Azonosu aumumuxomuiis.

« KerokoHa30/1 NoBHIIaBa MUIa3MEHUTE KOHLIEHTPALMKM Ha HHTPABEHO3HO MPHJIOXKEH MH/1a30/1aM
5 MBTH, KATO TEPMHUHAIHHUAT MOMYXMBOT CE€ YBE/IHMYaBa OKOJIO 3 MbTH. AKO NMapeHTepaeH
MMJIa30J1aM ce MPUJIOKH eIHOBPEMEHHO ¢ KETOKOHa30, MomieH HHxuburop Ha CYP3A, Tosa
TpsAbBa Ja ce W3BBPLUM B MHTEH3MBHO OTACJICHHE HJIM NPH MOJO00HH YCIOBHSA ¢ OCHTYPEHH
BB3MOXKHOCTH 3a CTPUKTHO KJIMHMYHO HaOOAEHKE M 3a MOAXOAALI0 MEIHLIHHCKO JIEYEHHE MPH
pecnMpaTropHa Aernpecus H/WIM MPOAB/DKUTENHA cenauma. Tpabdsa na ce vMar mnpeiBuil
BHHUMATE/IHO JI03HPaHe ¥ KOPUTHpPaHe Ha 03aTa, 0OCOOECHO MPH HHTPaBEHO3HO MPHIIOKEHHE Ha
oBeue OT €/IHa 103a MHAa301aM. ChIqHUTe MPEnoOpbKH MOXKE J1a Ce OTHACAT M JI0 APYTH a30JJ0BH
AHTHMHKOTHLH (BK. ITO-HATaTHK), Thil KATO MMa CHOOIIECHHS 3a 3aCHJIEHH, MaKap ¥ B MO-MaJlKa
CTENEH, CEAATUBHU €()eKTH MPH HHTPABEHO3HO NMPUIIOKEHHE HA MH/Ia30J1aM.

« BopuxkoHa3on mNOBHINABa EKCIO3WIMATA (IUIa3MeHaTa KOHLIEHTpalki) Ha HMHTPaBEHO3EH
MHIA30JiaM 3 TETH, KaTO €JTAMHHALHOHHUAT MY MOJYXKHBOT Ce yBeJIH4aBa OKOJIO 3

o DruyKOHA30Jl M HUTPAKOHA30J1 MOBMILNABAT IUIA3MEHUTE KOHLIEHTPALMH Ha
MH/1a30JIaM 2-3 MBTH, ¢ €AHOBPEMEHHO YBEJIMYCHHE HA TEPMHHATHMA T10
2,4 MbTH 3a UTPAKOHAa30/ ¥ 1,5 TbTH 32 (iyKOHA30JI.




o [lo3akoHa30/1 NMOBHIIIABA IJIA3MEHHUTE KOHILCHTPAIIMH HAa HHTPABCHO3€H MHAa30JiaM OKOJIO 2

ITbTH.

o Tpabpa na ce uMa npeBUI, Y€ aKO MHUJIa30J1aM Ce TpuIara nepopaiHo, eKCIo3HLMATa MY IIIe
ObOe [OpacTHMHHO MO-rOJIsIMa OT CIIOMEHATHTE [0-rope, OCODEHO IMpH KEeTOKOHa30Jl,
MTPaKOHAa30J1, BOPUKOHA301.

AMny/iaTe/pAAKOHHTE MHAA30/IaM He €A NOKA3AHH 32 NEPOPATIHO NPHJIOKEHHE.

Maxponuonu anmubuomuyu
e EputpoMHIIMH BOAM OO0 TNOBHWINABAHE HA TUIA3MEHMUTE KOHLEHTpPALMM HAa WHTPaBEHO3EH
MH1a30J1aM OKO0JIO 1,6-2 MbTH H Ha TEPMHHAIHMA TOJY>KHBOT Ha MHa3zoiaM 1,5-1,8 neru.
¢ KrnapuTpoOMHMLIMH NMOBMILIABA IJIA3MEHUTE KOHLIGHTpPALMM HA MUJA30JlaM ¢ 10 2,5 NbTH U Ha
TEPMHUHATHHA TTOMYKHUBOT - 1,5-2 MBTH.

JlormbiHUTETHA HHPOPMAaLMA OT NEPOPATHO MPUIOKEH MUAA30/1aM
e TenuTpOMULIMH MNOBUIIABA IJIA3MEHHUTE HUBA HA NEPOPATTHHS MH/1a30J1aM 6 ITBTH.
e POKCHTpOMHMIIMH: BBIPEKH 4Y€ HAMAa MHOQOpMALMs 3a NMPWIOKEHUE HA POKCHTPOMMIIMH C
MH/1a30J1aM HHTPABE€HO3HO, CNa0HAT €(eKT BbpPXy TCPMHHAIHHUA MOJY>KMBOT Ha MEPOPATTHO

MPUIOKEH MHAa3osiaM Tabnerku, Bogew 10 nosuineHue ¢ 30%, mokassa, 4ye e(eKkTHTE Ha
POKCHTPOMHLIMM BBPXY HHTPABEHO3HO MPUIOKEH MHUIA30J1aM MOXKE A Ca MAJIKH.

Humpasenosnu anecmemuyu
¢ [Iponodon, npunoxkeH HHTPaABEHO3HO, YBeau4apa riomra noa kpusara (AUC) u nonyxusora
Ha HHTPaBEHO3HHUA MHAa30/1aM 1,6 mbTH.

[Ipomeasznu urnxubumopu
e (CakBHHABHp M APYTH NPOTEa3HH HHXHOUTOPH Ha HYOBELUKH UMYHHOAePUIUTHH BUpYCcH (HIV):

€THOBPEMEHHOTO TMPWIMKEHHEe C MpPOTea3’Hd HHXMOMTOPH MOXE [a NpEAU3BHKa TIOJIAMO
YBEJIMMEHHE Ha KOHLIEHTpauMaTa Ha MuAasosaM. I[IpH eqHOBpEMEHHO TMPHIIOKEHHE C
JIONMMHABUP, MOACHIIBaL] e(deKTa Ha pUTOHABUP, [UIa3MEHUTE KOHLIEHTPAIlHH Ha HHTPAaBEHO3€EH
MHIa30JIaM C€ MOBHILABAT OKOJIO 5,4 ITbTH, CBBP3aHO C MOA00HO NOBHIABAHE HA TEPMHUHAITHHSA
nony»xuBoT. [Ipy emHOBpeMEHHO NMpUIOKEHHE Ha NapeHTepasieH MmyuaasonaM ¢ HIV nporeasnu
MHXMOUTOPH JiedeHHETO TPAOBa J1a ce HaBbpILA [P YCIOBHA, MOAOOHH Ha OIUCAHUTE MO-TOpe
B pa3jielia 3a a30JI0BH aHTUMHKOTHLIM, KETOKOHA301.

e [Iporeasnn uHxuOuTOpu Ha BHpyca Ha xematut C (HCV): Oounenpesup M TenanpeBup
HAMAaJIABaT KIMpbHca HAa Muja3osiaM. To3u edekrt Boau a0 3,4-kpatHo yBenuyeHue Ha AUC Ha
MH/Ia30J1aM cJie]i HHTPaBEHO3HO MPIIOKEHHUE U YIB/DKaBa MOTYKHBOTA 4 ITBTH.

JlomrbHUTETHA HHQOPMAaLIHA OT NMEPOPAITHO NPUIIOKEH MHIA30/1aM

BB3 ocHOBa Ha naHHHM oT apyru HHXuOUTOpU Ha CYP3A4 ce ovyaksa IuiasMEeHHTEe KOHLEHTpALIMH Ha
MH/1a30JIaM Jla ca 3Ha4YMMO TO-BHCOKH, KOraTo MHAa3onaMm ce npunara nepopanso. Ilopanu Tosa
nNpoTeasHUuTe HWHXMOMTOPHM He TpaAdBa Aa ce Mnpwiarar €JHOBPEMEHHO C MEPOPaTHO NPHIIONKEH
MH1a30J1aM.

bnoxepu na xaryuesume xananu (Kanuegu aHmacoHucmu)

e JlunTHaszeM: €IHOKPATHA J03a JUJITHA3EM, MpWIaral Ha NMalMeHTH, NOAJIOKEHH Ha Oainac Ha
KOPOHApHA apTepus, MOBHINABA TJIa3MEHAaTa KOHLIEHTPAaLMs Ha MHTPABEHO3€H MH/A30J1aM C
0k0J10 25%, a TEPMHHATHHAT MOJTYKMBOT ce yanbkaBa ¢ 43%. Toa e mo-mMaiko ot 4-KpaTHOTO
yBeJIMYEHHE, KOETO ¢e Hab/moiapa ciiell MepopaHO NPUIIOKEHHE Ha MHIA30/1aM.

JlompIHMTETHA HHGOPMALUS OT MepopajieH MUa30/iam |
BepanamuJl MoBHINaBa IJIa3MeHaTa KOHLIEHTPALMA Ha nepopajieH MHuaas3oiaM 3 neTH. T

NOJIY>KMBOT Ha MHAa30/1aM ce yab/DKasa ¢ 41%.




pyeu rexapcmea/pacmumentu npooyKmu
e ATopBacTaTiH Mnoka3pa |,4-KpaTHO TMOBMINABAHE HA IUIA3MEHWTE KOHLEHTpAlMH Ha

MHTPaBEHO3€H MH/1a30J1aM B CPAaBHEHHE C KOHTPOJIHATA IpyTa.
¢ HurpaBeHozuuar denranwn e cnab HHXMOMTOP HA enuMHHHpaHeTo Ha Muzpasonam: AUC u
[MOJYKHBOTBT HAa WHTPABEHO3HMs MMJa30jiaM C€ yBenuvasaT 1,5 MBTH NpH HaIM4YHe Ha

(peHTaHuI.

JlonbJTHATETHA HHOpMaLMA OT NepopajieH MHa30J1aM
e Hedasonon nopuinaBa mJjia3MeHUTE KOHLIEHTpalMM Ha nepopajneH mMuaasojaMm 4,6 MbTH H

yIbJDKaBa TEPMUHAIHHA MY [OJTYKUBOT 1,6 MBTH.
e AnpernuranT 80 mg OHEBHO MNpeau3BUKBA /103a-3aBHCHMO I[IOBHIIABaHE HA TIUIA3MEHUTE

KOHLEHTPALMK Ha TMepopaliHO MPUJIOKEeH Muiasonam 3,3 MbTH U yAbDKaBa TePMHHAJIHHA
MOJTY>KHBOT OKOJIO 2 ITBTH.

JlexapcTBEHM NPOAYKTH, kKouTo uHayuupar CYP3A

e Cnen npunoxkenue Ha pudpamnuuuH 600 mg BegHBXK AHEBHO 3a 7 NHHM IUIA3MEHMTE
KOHLIEHTpallHd Ha HWHTPaBEHO3€H MuAa3onaM HamansBar ¢ okono 60%. TepmunHanHusaT
MOJYXKHBOT HaMaJsABa ¢ okosio 50-60%.

e Tuxkarpenop e cnad ungykrop Ha CYP3A u uma camo ciabu eekTH BbpPXY €KCIO3HLIMUTE Ha
MHTPaBEHO3HO MpHIoKeHUTe MuazonaM (-12%) u 4-xuapokcumuaasonam (-23%).

JlorrsrHUTENHA HH(pOPMALIMA OT NepopaieH MIUAa30J1aM

¢ PudamMnuuKH BOAHM N0 HAMAJICHHE HA TU1a3MEHHTE KOHLIEHTPALHH Ha MepopaieH MUAa30JiaM ¢
96% npu 31paBH JIKILA, KATO NICHXOMOTOPHHTE MY €(EeKTH Ca H34e3HAIIH MOYTH HAITBJIHO.

e Kapbamasenun/GpeHHUTOMH: MHOrOKPaTHO NMPHIOKEHHE Ha kapbama3enuH WiH (eHHTOMH BO/H
10 HAaMAJICHHE Ha IUIA3MEHHTE KOHLIGHTPallHM Ha nepopaieH MujasonaM ¢ 10 90% u ckbesBa
TEPMHHAIHHUA oY KUBOT ¢ 60%.

e Mmuoro cunHara nHaykuua Ha CYP3A4, nabmonaBana cies MUTOTaH WM €H3allyTaMu]l, BOIH
[0 3HAYMTETHO M JBJITOTPaHHO HaMa/sABaHE HAa HMBATa Ha MMa30JlaM IMpPH MALMEHTH C pak.
AUC Ha nepopaHO NPHIOKEH MKA30JiaM € HaMaJIeH ChOTBETHO 10 3% 1 14% oT HopMallHHUTe
CTOMHOCTH.

e KnobGazam u edasupeni| ca ciabu UHAYKTOPH Ha METaDO/IM3Ma HAa MMJIa30JlaM M HamansBar
AUC Ha wm3xomuoto cheauHeHue ¢ npudOmusuTenHo 30%. CvorBeTHO MMa 4 -5-KpaTHO
ypBenHueHne Ha  choTHomeHuero Ha CYP3A  renepupanus  Merabomur  (1°-
XHUIPOKCHMHIA30J1aM) W3XOJHOTO BEIIECTBO, HO KIMHMYHOTO 3HA4YEHME HA TO3H (aKT e
HEH3BECTHO.

e Bepmypadenub momynupa CYP uzoensumure u unayuupa jeko CYP3A4: mpunaraHeTo Ha
MHOTOKPATHH JI03H BOJIH JIO CPeIHO HaMAIABAHE HA EKCIIO3ULUATA Ha MEPOPATHHA MHAA30J1aM
¢ 32% (npu go 80% ot xopara).

Pacmumennu nexapcmeenu RPoOyKmu u xpana
¢ JKBaTHAT KaHTApMOH HaMalABa IUIA3MEHHTE KOHLIEHTpalMH Ha MHAasonaM ¢ okoso 20-40%,
KOETO Ce CBBP3Ba ¢ HaMaJIABaHe Ha TEPMUHAJIHUA MOIYXKUBOT € 0K0J10 15-17%. B 3aBHCHMOCT
OT KOHKPETHHA eKCTPakT Ha XbATHA KaHTapuoH CYP3A4-uuayuupaiar eexT Moxke 1a
BapUpa.

JlonbaHuTeIHA HHPOPMALKMA OT NEPOpaIeH MH/1a30J1aM
KBepueTHHBT (ChabpiKalll ce M B THHKO 6Mmo0a) M )KeHIIEeHbT UMaT €120 eH3MMEH e(PeKT 1 HaMaJIABaT

————

eKCIO3HIIMATA Ha MH/1a30J1aM CJie]] MEPOpaIHO NpWIoKeHHe ¢ npuonusurenso 20-30%. AR 1o

Ocmpo usmecmeane Ha npomeunda




® Baﬂnpoeﬂa KHCeIMHA: HE MOXKe Jla Ob/ie H3KII0YeHa MOBUIICHA KOHLICHTPAlHA Ha cB0DOIEH
MHia30jlaM nopagH HM3MECTBAHC Ha MeECTaTa Ha CBBP3BAHC Ha IVIA3MCHHTC IIPOTCHHH C
BaJINMpO€BaTa KMCCIIHHA, HO KIIHHHYHOTO 3HA4YCHHUE HA TaAKOBa B3aUMOJECHCTBHE € HEU3BECTHO.

dapMakoIMHAMHYHH B3aUMOICHCTBHA ,.JIEKAPCTBO — JIEKapCTBO"

EQHOBpEMEHHOTO MPHJIOKEHHE HAa MK1a30/1aM € APYTH CeJaTHBHU/CHHOTBOPHH CPEACTBA U IENIPECAHTH
Ha LIHC, BKIIOYHTETHO aIKOXO0JI, MOXKE [ia IOBEE 10 3aCH/ICHA CeAallla U ChpAcYHa H peCrupaTopHa
NIETIPECHA.

[TprMepHTE BKIIFOYBAT HAPKOTUYHHU MPOU3BOAHM (HE3aBHCHUMO JAJIM CE H3IIOJ3BAT KAaTO aHAITeTHLH,
Cpe/ICTBa MPOTHB KAIILIKI[A MK KATO 3aMEeCTBAIIIO JICUCHHE ), AHTHIICUXOTHLIM, APYTH O€H30AMa3EeTIHHH,

M3MOI3BAHMA KATO AHKCHOJIMTHIIH WM CBHOTBOpHH, Oapbutypatu, nmponogon, KeTaMHH, €TOMM/AT;
CeNaTHBHH aHTHaenpecaHTH, H1-aHTHXMCTAMMHU OT MO-CTApPH NOKOJEHHA W AHTHXHUIIEPTEH3HBHH

JIeKapCcTBa C LEHTPAJIHO JCHCTBHE.

AJIKOXOJTBT MOXKE 3HAYMTEJHO J1a 3aCHIM celaTHBHMA epekT Ha muaazonaM. CWIHO ce npenopbysa
MPUEMBT Ha AJIKOXOJI Ja ce H30ArBa NpU MPUIOKEHHE Ha MHAA301aM (BXK. To4YKa 4.4).

MupazonaM mMOHWXKABA MUHMMa/lHaTa ajiBeonapHa KoHueHTpauus (MAK) Ha HHXanaTOpHHTE
AHECTETHLIH.

Onuounau:

EnnoBpemenHaTa ynorpe0a Ha YCIIOKOMTETHH JieKapcTBa KaTo O€H301Ma3eNMUHH HITH CPOHH JIEKapCTBa
KaTo MHJIa30/1aM C OMHOMH YBE/IMYaBa PUCKA OT Celalus, PeclMpaTopHa AENpecHs, KoMa H CMbBbPT
nopagu anuTuBHUA edexr Ha aenpecantd Ha LIHC. Jlo3upoBkata M MNpOABDKHTENIHOCTTa Ha
e/IHOBpeMeHHaTa yrnoTpeba TpadBa na Obaar orpaHuueHH (Bxk. Touka 4.4).

4.6 DeprHanTeT, DPEeMEHHOCT H KbpPMEHe

bpemeHHOCT

Hsama JoCTaThYHO IaHHM 34 OLIEHKa Ha 6€30MmacHOCTTa Ha MU/1a30/1aM 110 BpeMe Ha OpeMEeHHOCT.
[IpoyuBaHHATa BBLPXY JKMBOTHM HE IIOKa3BaT TEPAaTOreHEH €QEKT, HO KaKTO MNpH Jpyrure
OeH301Ma3eNHHU € HabmoaaBana (PETOTOKCHYHOCT.

Hsma paHHM 3a eKCIIO3MIHs Ha OpeMeHHM >X€HM TNpe3 IbPBUTE ABE TPUMeEce4yuss Ha OpeMEHHOCTTA.
[Ipennonara ce, 4e H3MOA3BaHETO HAa O€H30AMA3EMHY NTPE3 MBPBOTO TPUMECEUHE Ha OPEMEHHOCTTa Ce
CBBP3Ba C YBEIUYEH PHUCK OT BPOJAEHH aHOMAJIHH.

Mma cpoOleHusA, 4e MpUIaraHeTo Ha BHUCOKHM JO3M MHJA30JiaM Npe3 MOC/IEAHOTO TPHMECEYHE OT
OpeMeHHOCTTa, M0 BpeMe Ha pakgaHe, WM KOraro ce mpujiara 3a yBOJ B aHECTe3HA INPH LE3apoBO
cedeHHe, MPEeAU3BHKBA HEXKEJIAHW PeakU Uy MPY Maikara ¥ 11oja (pUCK OT HHXalHpaHe NMpH MakKara,
HEpUTMHYHA ChpACYHA ACHHOCT Ha IUIOJA, XUIIOTOHMA, JIOLIO CYYEHE, XUIIOTEPMHA H pecriMpaTopHa
Aerpecus Npyu HOBOPOIAEHOTO).

OcBeH TOBa HOBOPOJAECHHM OT MaiKH, KOWTO Mpe3 MOCJeAHUs eTan OT OpeMEeHHOCTTa ca IpHEMAalH

XpPOHHYHO 6EH30,H.H838HHHH, MOXKE 1a Ca Pa3BHJIH CbHBH‘:leBK& 3aBHCHMOCT H J1a Ca H3JIO2KEHH Ha
H3BCCTCH PHCK OT pa3BHTHE Ha CUMIITOMH Ha OTHEMAHC B NOCTHATA/IHHA I[ICPHOA.

CnenoBarenHo, MH1a30j1aM He TpsAOBa 1a ce mpunara no Bpeme Ha OpeMEeHHOCT, OCBEH aKO TOBa €

kateropuyHo Heobxoaumo. [IpenoprunTenHo e na ce u3barsa ynorpedara My MpH H3BBPILUB -
€3apoBO CEUCHHE. ™ \
R §©
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[Tpu npuaoKeHHe Ha MMA30J1aM MOPaJK XHPYpPruyHa onepauus 61130 10 TepMUHA TpAOBa J1a ce MMa
MpeABK PUCKA 32 HOBOPOJEHOTO.

KepmeHe
MuaazonaM NpoHUKBA B MAJIKH KOJMYECTBA B KbpMaTra. Malikure, KOMTO KbpMAT, TpsaOBa na Obaar
ChBETBaHH Ja MPEKBCHAT KBPMEHETO 3a 24 Yaca ciiell MPUIOKEHHETO Ha MH1a30/1aM.

4.7 EdexkTn BbpXYy cnocobHOCTTA 32 Mo HpaHe H padoTa ¢ MAIMHH

CenupaHe, aMHe3usi, HApyLIEHO BHHMAHWE M HapylleHa MYCKyaHa (QyHKIMUS MOratr [a MOBIUAAT
HeOJIaronpuaTHO criocoOHOCTTa 3a modupaHe W pabora ¢ mamuHM. [Ipenu ma nomyud MMAa3onam
MalHeHTsT TpAOBa na Oble npeaynpeleH a He modupa U a He padoTH ¢ MallMHH, JOKATO HE ce
BB3CTAHOBH HambJHO. JIekapAT TpAOBa Aa mpelieHM Kora MOXKe J1a Ce Bb30OHOBAT Te€3H JEHHOCTH.
[IpenopbuBa ce mauMeHTHT Aa ObJe MPUAPYXKABaH, KOraTo ce BpblLIa BKBLIU Clie]] U3NMCBAHETO OT
OOJIHHLIATA.

BeposaTHOCTTAa OT HAapylI€HO BHUMAHUE CE MOBHINABA, aKO MALMEHTHT HE € Chajl JOCTATBYHO WM €
KOHCYMHPAI AJIKOXOI (B2K. To4Ka 4.5).

4.8 HexelaHH JJeKAPCTBEHH peaKknuu

CnenHuTe HeXeNlaHH JISKAPCTBEHH peakildu ca choDINaBaHHu Ccliell HHKeKTHPaHe Ha MUA30J1aM:

YecToTaTta Ha HEXKENIAHUWTE PeaKLIMU ce KiacuQUIUpa B CJIEJHUTE KATETOPUU:

MHoro 4ectu >1/10

Yectr >1/100 no <1/10

Heuectu >1/1 000 no <1/100 L
Penxu >1/10 000 oo <1/1 000

MHoro penku <1/10 000 i N

C Heu3BecTHa Ot HanWYHHTE JaHHU HEe MOXKe J1a ObJie HanpaBeHa OLeHKa
4eCcTOoTa

Hapywenun na umynnama cucmema

C Heu3BeCcTHA CBpBXYYBCTBHTEIHOCT, AHTHOEIEM, aHA()UIAKTUYEH LIOK
4yecToTa A
Hcuxuynu napyuwienun e i
C HemsBecTHa | ChCTOsHME Ha 00OBpPKAHOCT, NE30pPUEHTALMsA, E€MOLIMOHA/IHH HapyIIeHHSI H
yecToTa HApYIIEHUA Ha HACTPOESHUETO, MPOMEHH B JIMOUJO0TO
Mdu3uyecka JI€KapCTBEHA 3aBUCHMOCT M CHHJIPOM Ha OTHEMAaHE
3noynorpebda

[TapanokcanHd peakuMd *  BKIIOYHMTENHO; HECIOKOWCTBO, Bb30ya,
pa3pa3HUTE]IHOCT,  HEPBHOCT,  BpaxneOHOCT,  IHAB, arpecUBHOCT,
0e3rnoKOMCTBO, KOMIMapH, HEeOOMUYalHHM CBHHMING, XATIOUMHALIMH, NCHXO3M,
HETIOAXOAIO MOBEAEHHE W ApYrd HeOJIaronpUATHH TMOBEACHYECKH e(EeKTH,
MapOKCU3MAIHO BBhJIHEHHE

Hapywenus na nepenama cucmema




C HeM3BeCTHa HeBonHM [BWKEHHS (BKIIOYHMTEJHO TOHHYHH / KIOHHYHH JBHKCHHA H
4ecToTa MYCKYJIEH TpeMop) *, xunepakTuBHOCT *
Cepmamss  (MPOOBJDKUTENIHA MW CJIE[ONEpaTHBHA), HAMaJleHO BHHMAaHHE,
CHHJIMBOCT, I1aBobO/IMEe, 3aMasHOCT, aTaKCHA, aHTEpOrpajHa amHesus **,
NPOJB/DKHTETHOCTTA Ha KOATO € NPAKO CBbP3aHa C NPHIoKEeHAaTa [103a
Cno01aBa ce 3a KOHBYJICHH MPU HEAOHOCEHU 0e0eTa H HOBOPOICHH
KoHByJicuM NpH OTHEMaHe Ha JIEKapcTBOTO
| Cvpoeunu ;f-&_pymeum o |
C Heu3BeCTHA CobplieyeH apecr, ﬁpamuc_;;nnﬂ, Cunzpom Ha KyHuc****
4ecToTa
Cvooeu Hapywenus A S _ e
| C Heu3BecTHa XunoToHus, Bazoauaatauus, tpombodnebur, tpomd03a o
yecToTa -
Pecnupamopnu mpyuwuuﬁ e

C HeusBecTHA
yecToTa

Cmomauuno-4pesHu Hapyutenus

PecniupaTopHa Jienpecus, arnHes, peCIMpaTopeH apecT, JUCIHEA, IApHHTOCTIa3bM,
XbJILIAHE

C Heu3BeCTHa
4ecToTa

I"aneHe, noBpeIaHe, 3aneK, Cyxora B ycrara

Hapyuwienusn Ha Kodcama u nOOKONCHAMA MbKaH

C Heu3BeCTHA
yecToTa

OO0puB, ypTHKapHi, IPYPHTYC

Obwu Hapywenus U eqpexmu Ha MACHOMO HA NPUNOJICEHYE

C Heu3BeCcTHA

VMmopa, epuTeMa Ha MACTOTO Ha HHXKEKTHpaHe, Oojka Ha MACTOTO Ha

4eCTOTa WH)KEKTHpaHe
Hapanaeanus, ompasanus U YCIONCHEHUA, 8bIHUKHANY 8 pe3yimam Ha UNmepeesyuu
C Heu3BecTHa [MTapanus, dpakrypu***
4eCcTOTa o

| C’aqmnu npeonocmasKy s TR Tl
C HeH3BeCTHa dusznvecko HacuIHe™
4ecToTa _ ,

* Tean mapagoKCaJHH peakuuu ca Ounu choblaBaHW 0cOOEHO MMM Jiela M MalMeHTH B CTapyecka
BBL3pacT (BX. TOUKa 4.4).

** AHTeporpajiHa aMHe3Ws MO)Ke Bce owle na ce HaOmozaBa B Kpas Ha MpoLeAypara, a B OTACIHH
clydad ce ¢choOIIaBa 3a MPOABL/DKUTEIHA aMHE3HA (BXK. TouKa 4.4).

*** J{ma cpoOmmenns 3a najaHus ¥ GpakTypH NpH Moa3saTenH Ha OGeH301Ma3enyH. PHCKBT OT najaHus
U GpakTypH ce yBeaHYaBa IPH Te3H, KOMTO €IHOBPEMEHHO NPHUEMAT YCIIOKOMTENHH (BKJIHOYHTENHO
AJIKOXOJTHM HAIMUTKHM ), KAKTO M IIPUA XOpa B CTapuyecKa Bb3pacT.

****0c00eHO ciiel napeHTepaIHO IPHIIOKEHHE

3aBHCHMOCT:

Vnorpebara Ha MMAA30/1aM, 0P B TEPANIEBTHYHHM JIO3H, MOXKE JIa IOBEJIE 10 Pa3BHTHE HA (HU3MYECKa
3aBucuMocT. ClieJl MpOIB/DKHTETHO MHTPABEHO3HO NPHIIOKEHHE NMPEKBCBAHETO HA MPH/IOKEHHETO Ha
JIEKApPCTBEHHA MPOAYKT, 0COOEHO PA3KOTO MpEeKbCBaHe, MOXKE J1a JIOBEE 10 CHMITTOMH Ha OT :
BKJIIOYMTETHO I'bpuoBe (BK. TouKa 4.4). JlokiiazBaHy ca 3/10ynoTpedH. f,,f{ 3\\3}&?& 19 I
HabGmonaBaT ce TeXKH ChpJEYHOCHAOBH HEXKeNIaHW peakiHH. [10-BeposATHO € KHBOTO33OTP!
CbCTOSAHHMSA Ja HACTBHIAT NMPH BB3pacTHU Hal 60-roaMimHa BB3pPaCT W MPH TE3H C '
JMXATETHA HEOCTATHYHOCT WIH HapyIlleHa chpaeyYHa QyHKLUA, OCOOEHO KOraTo HHXe
MHOTO G'BP30 HJIM KOraTo ce mpmjiara BUCOKa J103a (BK. Touka 4.4).




CrolmiaBaHe Ha MOAO3UPAHU HEXKETAHU PEAKLIHH
Cro0masaHeTo Ha NMOJO3UPAHU HEXeJIaHHW peakiliH Cclie/l pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHHA

MPOAYKT € BaxkHO. ToBa M0O3B0JIABA /1a NPONB/KH HAO/IIOIEHHETO HA CHOTHOLIEHHETO MOJI3a/PUCK 34
NeKapcTBEHHA MPOAYKT. OT MEAMLIMHCKHMTE CTIELHAIMCTH C€ H3MCKBA 1a ChOOLIABAT BCAKA MO/I03HPaHa
HeXKeJIaHa peaKils Ypes:

H3mpaHATENIHA areHius 110 JeKkapcTBaTa

viL. ,,JlamaH ['pyeB” Ne 8

1303 Codus

Ten.: +35928903417

yeOcaiit: www.bda.bg

4.9 Ilpenozupane

CHMIITOMH
Kakto npyrute OeHzouasenuHu, MHAa307aM OOWMKHOBEHO MNpEAM3BHKBA CBHIIMBOCT, aTaKCui,

nuzapTpus M HHcTarbM. [lpemosupaHeTro Ha MHAasogaM pAAKO € KMBOTO3acTpallaBallo, ako
JIEKAPCTBOTO € TPHETO CaMOCTOSTENIHO, HO MOXe Ja JoBefle N0 apeduekcHs, amHes, XMIOTOHHMI,
ChPJICYHO-PECTIMPATOPHA JIeNpecus U B pelKH ciydau 10 koMa. [Ipu nossa Ha koMa, T OOMKHOBEHO
MPOAB/DKABA HAKOJIKO Yaca, HO MOXe /1a Ob/ie MpoTpaxupaHa H LIMKJIMYHA, OCOOEHO IPH NAlMEHTH B
cTapuecky Bb3pacT. EdexTure Ha pecnupaTopHa Aenpecus Ha O€H30AHa3ENHHUTE Ca MO-CEPHO3HH IPH
NalHEHTH C PECIIMPATOPHO 3a00/IABaHE.

Ben3zonuazenuHuTe 3acHiaBaT eEKTHTE HAa APYrUTE JENpPEeCaHTH Ha LIEHTpaJlHaTa HEPBHA CHCTEMA,
BKJIFOUMTETHO aJIKOXOJI.

Jleuenue

[IpocnensBar ce XKM3HEHUTE NPU3HALM HA MALIMEHTHTE H Ce NPEANpPHEMAT NMOAIBPXKALIM MEPKH CIIOpe]i
KIMHHYHOTO CBLCTOAHME Ha mnauMeHTa. [lo-cneuyuanHo, nauuMeHTUTE MOXKE Ja HMMaT HYXXIa oT
CHMITTOMATHYHO JIEYEHHE HA CBhPAECYHO-PECIMPATOPHUTE e(eKTH WM eQEKTHTE Ha LIEHTpaJIHATA
HEpBHA CHCTEMA.

[Tpu nepopaneH nmpHeM TpaOBa a ce NpPeOTBPATH M0-HATAThIIHATA a0COPOLMA MO MOAXOAAL HAYHH,
KaTo HanpuMmep JedeHude 10 1-2 Jaca ¢ aKTHBEH BBITIEH. AKO aKTHBHHUSAT BBIVIEH C€ HM3MOJI3Ba INPH

ChHJIMBM TALMEHTH, 3alMTAaTa HA JMXATEIHWTE NBTHINA € 3aib/DKuTeNnHa. B cmydaih Ha cMeceHo
ONTHINAHE MOYKE 14 CE NMpPeIBUAX CTOMAIIIHA [IPOMUBKA, HO HE KaTO PYTHHHA MAPKA.

[lpu texka nenpecus Ha [[HC TtpaGea na ce uma npensun ynorpebara Ha (uymaseHw,
OeH301Ma3eNMMHOB aHTAarOHMCT.

Toa TpsOBa 1a ce W3BBPIIM CaMO TIPH CTPOro HaOMIOAEHHE HAa ChCTOAHHETO Ha manueHTa. Tol uma
KpaThK MOJY>KHBOT (OKOJIO €IMH 4ac), MOpagy TOBA MNAlMEHTUTE, Ha KOUTO € MPHIOKEH (ITyMa3eHuIl,
ce Hy»KAasT oT HaOmoaeHue ciiel 0T3By4YaBaHe Ha eexra my. DnymaseHun TpaOBa Na ce M3IOJ3Ba
M3KJIIOYMTETHO BHHMATEHO TMpPH HAJIMYME Ha JIEKApCTBa, KOMTO HaMassgBaT I'bpYOBMA mpar (Kato
HaNpHMEP TPHIMKJIHYHH aHTHIENpecaHTH). 3a JOMBJIHMTEIHAa HH(OpMALMA OTHOCHO NpaBH/IHATA
yrnorpe6a Ha TOBa JIEKapCTBO, HANpaBeTe CrpaBka ¢ HH(popMaLMATa 3a NpeANUcBaHe Ha QIyMaseHHIL.

5. ®APMAKOJIOTHYHHM CBOMCTBA

5.1 ®apmMakoIHHAMHYHH CBOHCTBA

dapMakoTepaneBTH4YHAa Ipyna: XMIOHOTHUM W CEJaTUBHH  CcpeacTBa  (MPOM3BOIHM

OeH30IHA3CITHHHTE),
ATC xom: NO5SCDO08




MexaHu3bM Ha IEHCTBHE

[lentpanHoto nelicTBue Ha OeH30aMa3enuHWTE ce Meauupa upe3 ycuwisaHe Ha GABA-epruvnara
HEBPOTPAHCMHCHA B HHXHOWTOPHUTE CHMHAmNcH. B npucecTBHeTo Ha OeH30Ma3enyHy aUHHUTETHT Ha
GABA penienTopa KbM HEBPOTPAHCMHUTEPA CE€ 3aCH/IBA Ype3 IOJIOKHUTENIHA alIOCTePHYHa MOAYIalHs,
KOETO BOAM [0 3acWieHo JeiictBHe Ha ocBobomeHata GABA BbpXy NOCTCHHANTHYHHA
TpaHcMeMOpaHEeH MOTOK Ha XJIOPHH HOHH.

XHMHYECKH MHIa30/iaM € JepUBaT Ha HMHIa300eH30/IHa3enMHOBaTa rpyna. Benpeku ye cBoOOaHaTa
OCHOBa € JTMNO(QHIIHO BEILECTBO Che c1aba pa3TBOPHUMOCT BHB BOJA, OCHOBHHMAT a30T B MO3HLKA 2 Ha
MMHIa300eH30/1Ha3eNMHHOBUA NMPBCTEH 1aBa Bb3MOXHOCT HAa aKTHBHOTO BELIECTBO HA MHAA30/1aM Ja
oOpa3zyBa BONOpPa3TBOPHMH CONIM C KHMCEJIMHHM, Karo oOpasyBarT crabMieH M J00pe NOHOCHM
HHPKEKLIHOHEH pa3TBop. ToBa 3ae/iHo ¢ Obp3aTa MerabouTHA TpaHC(HOPMaLHS € PUYMHATA 32 OBbP30TO
HA4Ya/0 M KpaTKaTa NpOoAB/DKUTEIHOCT Ha AcicTBUeTo. [lopany HUCKaTa CH TOKCHYHOCT, MH/1a30]1aM
MMa [IUPOK TepareBTHYEH AHAINA30H.

dapMakoAMHAMHYHYU eDEKTH

MupaszonaM MMa CBHOTBOPHH M CeaTHMBHH €()€KTH, XapaKTepu3Mpally ce ¢ Obp30 Ha4Yallo H KpaTka
NPOJB/DKUTEIHOCT. TOHM CBIIO Taka HMa AHKCHOJNMTHYHO, AHTHKOHBYJICHBHO M MYCKYJIHO-
penakcupaiio aekcrsue. MugazonaMm Hapymiasa NCHXOMOTOPHaTa QYHKLMA Clie]l €JHOKpaTHA H / MK
MHOIOKpaTHa 1034, HO MPHYMHABA MUHMMAJIHH XEMOAWHAMHUYHH IIPOMEHH.

Cnex WHTpaMyCKyJHO WIM HMHTPaBEHO3HO NPWIOKEHHE HAacThIIBA KpAaTKOTpaHHa aHTeporpaaHa
aMHe3Hs (MalUHeHThT He NMOMHHM CHOWTHA, HACTHIWIM [0 BpEME HAa MaKCHMallHaTa aKTHBHOCT Ha
BEIIIECTBOTO).

5.2 ®apMakOKHHETHYHH CBOHCTBA

AOcopOLus
Abcopbyus cneo uHmpamycKyiHa UHICeKYus

AOcopOusara Ha MHAA30/iaM OT MYCKy/jHara ThbKaH € Obp3a M NbjiHa. MakcHMalHH TIasMeHH
KOHIEHTpalH ce jaocrurat 3a 30 muHyrH. AOGconoTHata OHOHANMYHOCT Clel HHTPaMYCKYJIHO
npunoxkexnue e Hag 90%.

Abcopbyus cred pekmanHo nPUROdCceHue
CrneJ peKkTaHO NpHIOKeHHe MUAa30JaM ce abcopbupa 0bp3o. MakcHMaIHH TU1a3MEHH KOHLICHTPaLiK
ce jocturar 3a 30 muHyTH. AGconoTHaTa 6HOHATMYHOCT € 0K0no 50%.

Paznpeaenenue

Koraro MHIa3oiaM ce HH)KEKTHpa MHTPaBEHO3HO, KpUBaTa IUIa3MEHa KOHLIEHTpalHiA-BpeMe MOKa3Ba
elHa WM JBe AcHHU (da3u Ha pasnpenesneHde. O0eMbT Ha pa3npe/IC/iCHHUE B CTALIMOHAPHO ChCTOAHHKE ©
0,7-1,2 I/kg. 96% - 98% ot MHAa3onaM ce CBbp3Ba ¢ IUIa3MeHUTe NMPOTeHHH. OCHOBHATA 4YacT OT
CBBP3BAHETO C IUIa3MEHHWTE MPOTEMHHM Ce naja Ha anbymuHa. MupasonaMm npeMuHaBa 0aBHO M B
HE3HAYMTEJIHH KOJIMYECTBa B LiepeOpocnHHanHaTa TevyHocT. J{okasaHo €, 4e npu Xopa MHIa30jaM
npeMHHaBa 0aBHO Mpe3 IUIaLleHTaTa U HaBIH3a BB (PeTaHOTO KpbhBoOOpamenue. Manku konu4ecTBa
MH/1a30J1aM ca YCTaHOBEHH B KbpMaTa. MuzaazosiaM He e cyOcTpar 3a TpaHCIIOPTHPAIIIH JICKapCTBa.

buorpanchopmauus

MuaasonaM ce eTMMHHHpa MOYTH HAITBIHO upe3 OHoTpaHcopMalus. YCTaHOBEHO €, Y€ 4acTTa OT
7103aTa, eKCTpaxupaHa oT YepHua ApoO, e 30% - 60%. MunasonaM ce XHIPOKCHIIHPA OT H30CH3HMHTE
CYP3A4 u CYP3AS5 na muroxpom P450 ¥ OCHOBHHAT MeTabONMT B ypHHAaTa H ILIA3M:
XHAPOKCHMK/Ia30/1aM (M3BECTEeH CBILO KaTo anda-xuapokcumunasonam). [nasmennpe kot
Ha 1’-XxHapokcuMKaazonaM ca 12% OT Te3n Ha M3XOAHOTO CheAMHEHHE. | -Xuip




(apMaKoIOrHYHO aKTUBEH, HO IOTIPHHACA caMo MUHHMaITHO (okosio 10%) 3a edekTure Ha MHIa30/1aM,
MPUIOKEH MHTPABEHO3HO.

EnvuMHHHpaHe

[Ipu 3apaBu nOOpOBONILM E€IMMHHALIMOHHHMAT NMOMYXMBOT Ha MHAa3onaMm € Mmexay 1,5 u 2,5 uaca.
ENMMHHALUOHHHAT MOJYXKUBOT Ha |1 -XHUAPOKCUMHIA30/1aM € NMo-KpaTeK o1 | yac. CieoBaTe/HO clel
NPUJIOKEHHE HAa MHIa30JlaM KOHLICHTPALMATAa HAa M3XOAHOTO CHEAHHEHUE M OCHOBHHMA METaboIuT
HaManaBaT napajienHo. [Inasmenusar kiupeHe € B rpaHuuure Ha 300-500 ml/min. Merabonuture Ha
MH/1a30/1aM Ce€ eKCKpeTupar npeaumHo no 6u0peyeH et (60% - 80% ot wHkekTHpaHaTa 103a) U ce
OTKpHBa 1oJ (popMara Ha roKypokoHiorupad 1’ -xunpokcumuaasonam. Iloa 1% ot nosara ce orkpusa
B YPHHATA KaTO HEMPOMEHEHO JiekapcTBo. KoraTo Muzaasonam ce npujiara 4pe3 HHTpaBeHO3Ha HHAY3H4,
KHHETHKaTa My Ha €TMMHHHMpaHe He ce OTIMYaBa OT Ta3H ciel OoMycHa HHXKeKIHA. MHOroKpaTHOTO
NPUIOKEHHWE HA MMJA30JlaM HE MWHAYLMpPA JI€KapCTBO-MeTa0OMM3Upalld €H3MMM, Y4acTBalllld B

OuoTpaHchopMaLMATa.

DapMaKOKHHETHKA NPH CHEUHAITHUA NOMYJIalHK

[layuenmu 6 cmapuecka ev3pacm
[Ipu BB3pacTHH Hax 60-rojMiIHA BBE3PACT CIMMUHALIMOHHMAT MOMYKHBOT MOXKE Ja ObAe yIAbJDKEH A0
YETHPH ITHTH.

Heya

CreneHta Ha pekraqHa abcopOuusa npu Jeuara ¢ noaoOHa Ha Tasd [pPH BB3PACTHUTE, HO
OnoHanmuuHoCcTra ¢ no-Hucka (5% - 18%). EnMMHMHALIMOHHHAT MOMYKHBOT CJiel MHTPAaBEHO3HO H
PEKTAIHO MPUIIOXKEHHE € MO-KpaThbK IpH Aela Ha Be3pacT 3-10 rogunu (1-1,5 yaca) B cpaBHEHHE C

BB3PACTHHUTE. Paznukara € B ChOTBETCTBHE C MMOBHIIEHHA META0OIUTEH KJIHPBHC TIPH ACLiaTa.

Hosopooenu

[Ipy HOBOpPOAEHH ETMMHHALMOHHUAT IOJYKUBOT € cpeHo 6-12 4aca, KOeTO BEpPOATHO C€ AB/DKH Ha
HE3PAJIOCTTa HAa YepHHUA ApoO, a KIMPBHCHT € HamaneH. HoBopoaeHHWTE ChC CBBP3aHO C aC(PUKCHA
4epHOAPOOHO M OBLOPEYHO YBpPEXKAAHE Ca HM3JIOKEHH Ha PUCK Jla NEHEpUpaT HEO4YaKBaHO BHCOKA
CepyMHa KOHLIEHTpallMsd Ha MHMJa30JiaM IOpaJd 3HAYMTEIHO HaMaleH M TPOMEHJIMB KIHPBHC (BXK.
Touka 4.4).

Ilayuenmu cve 3amivcmagane

CpenHOTO BpeMe€ Ha MOJY>KMBOT € MO-TONAMO MpH NMALUMEHTH ChC 3aTJBCTABAHE B CPaBHEHHE C
MalMeHTH, NPH KOMTO He ce HabmonaBa 3ariabeTaBaHe (5,9 cnpamo 2,3 yaca). Tora ce OB/DKH Ha
yBenu4aBaHe ¢ npubnuzurenHo 30% Ha obema Ha paznpeneneHHe, KOpUrMpaH 3a OOLIOTO TENECHO
Teryio. KnMphHCHT He ce pa3inyaBa 3HAYUTEIHO MPH NAIHEHTH ChC 3aTBCTABAHE U TIPH MAIMEHTH O3

3aTIBCTABAHC.

layuenmu c yeproOpobHO yépexcoane
EnMMHMHALIMOHHMAT MOMY>KHUBOT NMPH HMPOTHYHH MALMEHTH MOXe J1a Obae YAB/DKEH, a KITHPBHCET MO-
MaJTBK B CpaBHEHHE ¢ T€3H IMOKa3aTeIH NPH 3/IpaBH J0OPOBOJILH (BX. Touka 4.4.).

HHayuenmu ¢ 6vbpeuno yspescoane
(P>apMakOKMHETHKAaTa HA HECBBP3aHHUA MHAAa30j1aM HE CE€ MPOMEHS NMPH MalMEeHTH C TeXKO OLOpeuHo
yBpexkaaHe. DapMakoJOrHYHO JIEKO AaKTHBHMAT OCHOBEH MeTabonuT Ha MupasonaMm, |-

Kpumuyuno 6onnu nayuenmu




ENUMHHAIMOHHHAT MOJTY>KHBOT HA MM/IA30/1aM C YIBJDKEH 10 6 IMETH NMPH KPUTHYHO OOJTHU NMaLMEHTH.

Iayuenmu cvc copoeyna HeoocmamvyHoCm
EJMMHMHALIMOHHHUAT MOJTY>XUBOT € YABJDKEH [MPH MALMEHTH ChC 3aCTOHHA ChpPAEYHA HEJOCTATHYHOCT B
CpaBHEHHE ChC 3/IpaBu J0OpoBOILM (BXK. TOYKA 4.4.).

5.3 IlpeaxkiHHEAYHH IaHHH 32 0€30IaCHOCT

Hama npeaxkJIMHHYHH OJaHHH OT 3HAYCHHE 3a IMpEANMCBallMA JICKap OCBEH Te3H, KOMTO Beye ca
BKJTFOYEHH B APYTUTE pa3/ie/ii Ha KpaTKaTa XapakTepUCTHKA Ha MPOAYKTa.

6. ®APMAIEBTHYHH JAHHU

6.1 ChnecbK Ha NOMOIIHHTE BelecTBa

Bopna 3a wHXeKIMH
Harpues xiopun
XJI0pOBOAOPOAHA KMCENHHA

6.2 HecbBMeCTHMOCTH

To3u nexkapcTBeH npoAykT He TpsOBa na ce paspexaa ¢ APYrH pa3TBOPH, C H3KIIOYEHHE HA TE3H,
[NOCOYEHH B TOUYKA 6.6.

CnbBMecTHMOCTTA TPAOBA 1a Ce MPOBEPH TpeH NMPUIIOKEHHE, aKO Ce€ CMECBa C IPYIH JIeKapcTBa.

Mmupazonam ce yTasBa B pa3TBOPH, ChAbpKaLIH OukapOoHaT. TeopeTHYHO pa3TBOPHT 38 HHXKEKTUPaHE
Ha MM/Ia30J1aM BEPOATHO € HecTaOWIeH B Pa3TBOPH C HEYTPAIHO MM ankanHo pH. Ako Muaazonam ce
CMeCH ¢ aJiOYMHH, aMOKCHLIW/IMH HATpWi, aMNULIMIMH HATpUil, OymMeTaHU], AeKCaMeTa30H HaTpHEB
bocdar, mumenxunpuHat, (GIOKCAUWIMH HATPHH, (PYpo3eMHI, XUAPOKOPTH3OH HATPHEB CYKLIMHAT,
neHTo0apOrTan HAaTpui, NepeHa3uH, MPOXJIOPNEPA3HH €IU3UIIAT, PAHUTHIWH HIH THOIEHTal HAaTPHH
HJIH TPHMETONPUM-CyJipamMeToKcas3on, BeiHara ce obOpasysa Osna yraiika.

C HarpueB HaLIMIHH BeHara ce oOpa3yBa MOMBTHABAHE, MOCAEABAHO OT Osna yraiika. C negrasuaum
ce oOpa3yBa MOMBTHSBAHE.

C meroTpekcaT HaTpuii ce oOpa3yBa xkbiTa yTaiika. C KIOHMIMH XHIPOXJIOPH ce 00pa3yBa OpaHXeBo
ouseTsaBane. C oMenpa3os HaTpHii ce oOpa3yBa KadaBO OLBETABaHE, MOC/IEABAHO OT Ka(sBa yraika. C
HaTpHeB (hOCKapHET ce MnoJry4asa ras.

OcBeH TOBa MHJa30/iaM He TpAOBa Ja ce CMecBa ¢ ALMKIOBHp, aJOYMHH, aiTeniasa, AUHATPHEB
arieraszonam, aMasernaM, €HOKCHMMOH, (JieKauHup aunerar, Quyopoypauiil, HUMHIEHEM, ME3JIOLHWIHH
HaTpuii, heHobapOuTan HaTpHii, PeHUTOMH HATPHii, KAMTHMEB KAHPEHOAT, CyJ10aKTam HaTPHi, TEOPUITHH,
TPOMETaMOJI, YPOKHHA3a.

6.3 Cpok Ha rogaoCT

CpOK Ha roAHOCT MpPEeay IEPBOTO OTBApAHE
4 roJIMHH.

CpokK Ha rOAHOCT cliell MEPBOTO OTBapsiHe
Mupgazonam xamenH 1 mg/ml, 2 mg/ml, 5 mg/ml urxekuMoHeH/HHY3HOHEH pa3TB

3a eHOKpaTHa yroTpeba. HeuznonssaHusT pa3TBop TpAOBa a ce U3XBBPIIH.

CpoK Ha rOAHOCT Cliel paspexaaHe




PazpeeHHAT pa3TBOp € XMMHYECKH M (H3M4YecKH cTa0WwieH B NpOABb/DKEHHE Ha 72 4Yaca IpH
Ttemnepatypa 25°C.

Ot MHKpOOHONIOrHYHA I'JIEJJHA TOYKA, OCBEH aKO METOABT Ha OTBapsHe/pa3pekaHe He W3KIKOYBA PUCKA
OT MHMKPOOHO 3aMbpcsBaHe, NpOAYKTHT TpsabBa na ce W3noji3Ba He3abaBHO. AKO HE ce M3MO0/3Ba
Be/[Hara, BpeMeTo W YCJIOBHATA Ha ChXPaHEHHE Ca OTTOBOPHOCT Ha MOTpeOHTESI.

6.4 CpoenuajHH YCJI0BHS HA ChbXPAHEHHE

CoxpaHaBaiTe aMmnynaTta/(iakoHa B KAPTOHEHATa ONAKOBKa, 3a J1a e MpeArnasH OT CBET/IMHA.
Ila He ce chxpanaBa Hang 25°C.

Jla He ce 3aMpassBa.
3a yCJIOBHATA HA ChbXPaHEHHE CJie]l pa3peKIaHe Ha JIEKapCTBEHH MPOIYKT BHXKTE TOYKa 6.3.

6.5 Buau ChAbLPKAHHE HA ONAKOBKATA

Mpupazonam xamens | mg/ml nHokeKIMOHEH/WH(Y3UOHEH Pa3TBOP
be3lBeTHH CTHKJIEHH aMIyJTH (CTHKIIO THI I), KouTO chabpxkar 2, 5 i 10 ml pasteop.

Pa3zmep Ha onakoBkuTe: OnakoBkv OT 5 ammyJiu oT 2 ml
10 amnynu ot 2 ml
25 ammynum ot 2 ml
50 ammysm ot 2 ml
100 ammysim ot 2 ml
OnakoBku OT 5 ammmysau ot 5 ml
10 ammysu ot 5 ml
25 amnysi ot 5 ml
50 amnynu ot 5 ml
100 ammysu ot 5 ml
OnakoBkd oT 5 ammyJu ot 10 ml
10 ammmynu ot 10 ml
25 amnynu ot 10 ml
50 ammynu ot 10 ml
100 amnynu ot 10 ml

besiBeTHH cTHKIEHH (nakoHd (cTekino THN I), kouro ceabpxkar 50 ml pa3TBOp, 3aTBOpEHH C
OpoMOOYTIIOBa r'yMeHa 3alyLuajKa.

Pasmep Ha onakoBkure: OnakoBku or | ¢nakoH ot 50 ml
5 ¢pnakonu ot 50 ml

10 dnakonu or 50 ml

Muzazonam xamenH 2 mg/ml HHXKeKUHOHEH/MH(PY3HOHEH pa3TBOP
be3nserHy cThKIEHH aMITyJIH (CThKJIO THII I), KoUTO ChabpxkaT 5 unu 25 ml pasTBop.

Pa3zmep Ha onakoBkute: OnNakoBKH OT 5 ammynu ot 5 ml
10 ammynu ot 5 ml

25 ammymuor5Sml

50 amnynu ot S ml """::h:ﬁmﬁahﬁ?\
100 ammynum ot 5 ml r. A SO si.’%‘ "H_
OnakoBKH OT S ammysi ot 25 ml // | | _;;f'; 4*’?‘}\“{'*1
10 ammysii ot 25 ml { ([ N\ =
10x5 ammysm ot 25 ml I Gimieid
5x10 ammynm ot 25 ml \ ﬂ-— \ & .
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be3useTHu cThKIIeHH (nakoHH (cTHKIO THI [), kouto ceabpaxkat 50 ml pazrop.

Pasmep Ha onakoBkuTe: OnakoBKH OT 1 dnakoH ot 50 ml
5 dmakonu ot 50 ml
10 dnakonu ot 50 ml

Mmunazonam xaMesH 5 mg/ml HHKEKLMOHEH/MHPY3HOHEH pa3TBOp
be3npeTHM cThKIeHHA aMnyid (CTBKIIO THI 1), kouTo cuabpkar 1, 2, 3, 5, 10 wm 18 ml pasrsop.

Pa3mep Ha onakoBkure: OnakoBku oT 5 ammynu ot 1 ml

10 ammynu ot 1 ml

25 ammynu ot 1 ml

50 ammnynu ot 1 ml

100 ammmym ot 1 ml
OnakoBkd OT 5 aMmyJii ot 2 ml

10 ammynu ot 2 ml

25 amnynu ot 2 ml

50 ammynu ot 2 ml

100 ammysaum ot 2 ml
OnakoBkd OT 5 amiryjid ot 3 ml

10 ammynu ot 3 ml

25 amnynu ot 3 ml

50 amnynu ot 3 ml

100 ammynm ot 3 ml
OnakoBkd oT 5 ammyiu ot 5 ml

10 amnysm ot 5 ml

25 amnynu ot 5 ml

50 amnys ot 5 ml

100 ammmynu ot 5 ml
OnakoBKH OT 5 ammysu ot 10 ml

10 ammynu ot 10 ml

25 ammynu ot 10 ml

50 ammyau ot 10 ml

100 ammynm ot 10 ml
OnakoBKH OT 5 ammynu ot 18 ml

10 amnysm ot 18 ml

25 amnyau ot 18 ml

50 ammysm ot 18 ml

100 ammysm ot 18 ml

6.6 CoenuajiHH npeINasHd MEPKH NPH H3XBbLJISHE H padoTa

CBBMECTUMOCT ChC ClIEAHUTE HHY3HOHHH Pa3TBOPH:
- 0,9% pa3sTBOp Ha HATPHEB XJIOPH/.

- JlekcTposa 5%.

- Hekctpo3za 10%.

- PastBOp Ha PuHrep.

S

Te3u pa3zTBOpH OCTaBaT CTAOUIHU B NPOABL/DKEHHE HA 3 IHH Ha CTaklHa TemnepaTypa

3a na ce u30erHaT HECHBMECTHMOCTH C APYrH pa3TBopH, MuaazonaM XaMelH' 1 mg/ml 2 mgfmi, *5,; !
mg/ml HHXeKIIMOHEH/WH(DY3HOHEH pa3TBOp He TpAOBa Aa ce CMecBa ¢ JpYrH Hth}GHUHHH paa"raopu,w-
OCBEH MOCOYEHHTE Mo-rope (BkK. Touka 6.2. HeCbBMECTUMOCTH) | | RS o

e
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PasTBOp®HT TPAOBA 1a Ce Mperiieia BU3yanHo npeau npunarade. Tpabsa Ja ce u3noasBaT camo pa3TBOpH
0e3 BUIUMH YACTHLIH.

7. NPHATEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

hameln pharma gmbh
Inselstralle 1

31787 Hameln
['epmaHus

8. HOMEP HA PASPEHIEHMETO 3A YIIOTPEBA

Mmunazonam xamens | mg/ml unxxexkumonen/ungy3uoneH pasteop Per. Ne: 20210241

Mupasonam xamens 2 mg/ml urmkekimonen/undysuonen pasrsop Per. Ne: 20210242
Mupaasosnam xamenH 5 mg/ml nmkekuuoHeH/uHdy3u0oHeH pa3tBop Per. Ne: 20210243

9. JATA HA I'bPBO PA3PEHIABAHE/TIOJHOBSIBAHE HA PA3PEHNIEHHUETO 3A
YIIOTPEBA

Mlarta Ha mepBo paspeluasane: 18-08-2021

10. JATA HA AKTYAJM3UPAHE HA TEKCTA

Hoemepu 2025 .



