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l.  UME HA JIEKAPCTBEHUSA IIPOYKT

Mupazonam xaMenn | mg/ml HHIKEKIIHOHEH/HH (Y 3HOHEH Pa3TBOP
Midazolam hameln 1 mg/ml solution for injection/infusion

Mupazonam xaMenn 2 mg/ml urxekunoHeH/MHby3MOHEH PasTBOp
Midazolam hameln 2 mg/ml solution for injection/infusion

Mitpazonam xamensd 5 mg/ml HHKEKUMOHEH/NHY3MOHEH pasTBOp
Midazolam hameln 5 mg/mi solution for injection/infusion

2. KAYECTBEH U KOJIMYECTBEH CBCTARB

I ml Mugaszonam xameny | mg/ml uhxeKkHOHeH/MH]Y3HOHEH Pa3TBOP CHLALPXKA!
Mupnazonam xuapoxnopua 1,11 Mg, CKBHBANCHTHYU Ha | mg mupasonam (midazolam).
Beska amnyna/dnaxon ot 2 ml, Sml, 10 mln 50 ml caepxa2 mg, 5 mg, 10 mgu 50 mg MuaasonaM.

! ml Mupazonam xameny 2 mg/ml HHXKEKUHOHEH/MH Y IMOHEH pasTBOD ChABPKA:
Munaazojam XUAPOXAOpUA 2,22 mg, €KBUBATIEHTHY Ha 2 mg mugasonam (midazolam).

Besika amnyna/bnaxon ot 5 ml, 25 ml 1 50 ml ceabpxa 10 mg, 50, 100 mg Muaasonau.

I ml Mugasonam xameny § mg/ml uHxexuMoHeH/Mudy3noHeH pasTBOP ChABPKA:

Munazonam xuapoxnopun 5,56 Mg, CKBUBAJICHTHH Ha 5 mg Muaasonam (midazolam).

Beska amnynaot 1 ml, 2 mi, 3 mLSml 10mlu (8 mi CbAbpxka > mg, 10 mg, 15mg, 25 mg, 50 mg u
90 mg mMuUazonam.

[ToMOUIHO BEECTRBO ¢ H3BECTHO AeHcTBie:

To3u nexapersen nponyxr CBABPKA N0-MaTKo 0T | mmol (23 mg) HaTpuii Ha ml, T.e., npakTUYeckH He
ChABPXKA HATPHIA,

34 NBIHUA CRACHK HA NOMOILHHATE BEILECTBA BHXTE TOYKA 6.1 .

3. JIEKAPCTBEHA ®OPMA

Uixekunonen/mudysuonen pPa3TBOp,

JlekapcTBeHHAT NMpoaykr e OMCTHp K Ge3uBeTeH pasTBop.
pii 2,9 - 3,7
Ocmonanuter 275 — 305 mOsmol/kg

4. KJIUHUYHH JAHHH

4.1 TepaneBTHYHU noxazanuy
Mijiasonam xameni e ChHOTBOPHO NEKapCTBo ¢ KPaTko AeHcTBHE, KOETO € NOKA3aHO // "*'-ﬂﬂ;,;h;l
Hpk Rb3pacTHy

 CEJALMA IMTPU 3AMTA3SEHO CBH3HAHME IpeaHd W N0 BPEMe Ha HHa
TCPANCBTHYHH NPOHENYPH Che WITH 6€e3 JIOKAJIHA aHeCTe3HA.,




* AHECTE3N#

[Tpemennxayus IIPeSIK yBOA B aHECTE3H A,
- ¥BOnN B aHecTeans,
Karo cenatusen koMmoxenT npu KOMOHHHpaHa aHEeCTe3u4.
» CEJIAIIMSA B UHTEH3WBHHU OTHEJIEHUA.

[lpu neua
* CEIAIIMA ITPHU 3AIA3EHO Cb3HAHUE Npead H N0 BpeMe Ha AHArHOCTUYRY WITH
TCPaNeBTUYHY [IDOLEAYPH CbC HIK 6€3 TOKAIHA aHeCTe3 s,

* AHECTE3HA
- ﬂpemeﬁumaunﬁ NpeaU YBOA B aHECTE3Us.
* CEJIALIMA B MHTEH3WBHU OTHENEHUA.
4.2 Jlosanposxa H HaUYuH Ha HPUATOKEHUE

Jo3upoBKa

CTAHIAPTHA JO3UPOBKA

Mijaasonam e MOWHO cenatTHBHO JICKAPCTBO, KOETO M3WCKBA THUTPHpaHe Ha A0O3aTa U OABHO
[pHioKeHHE, THTPHPAHETO € CHIIHO MPeNOPLYKTENHO 33 5E30ACHO NOJTyyaBpaHe Ha XKeNaHOTO HHBO
Ha Cenauns CIoPEN KTHHUUHATA HY A2, (PH3HUECKOTO ChCTORHHE, Bb3PACTTA H €JHOBPEMEHHO JIEUYSHIE
¢ Apyrd npoaykrt. llpu Bb3pacThu Han 60-roaMIIHA BBL3PACT, MSTOUICHH WM XPOHUYHO OOMNHH
HALMCHTH 1 IEAMATPUYHH AUKEHTH 103aTa TpsA6Ba a ce onpees BHMMATEIMTHO, KATO C& B3eMar
MPCABHA PUCKOBHTE PAKTOPH, CBBP3AHH C BCEKN OTAENCH MALMEHT. CTaHnapTHUTE AO3KPOBKY Ca
A3AeHU B TaduvilaTa no-goay. JomsHUTETHH MOJPOOHOCTY Ca AANEHH B TEKCTa el Tabuuuara.

[Toxazanue Bu3pacTHu <60 Bb3pacThu > 60 Heua
FTOAHHH FOAMHU / H3TOWEHH
HJIH XPOHHYHO
00JiHH
Cenupane npn | iv. Lv. LY. 1PN nanueHTy 6 Mecena -
3aNa3eHo Havanua nosa: 2-2,5 mg| Hawanua nosa: 3,5-115 roaunmn
Ch3HAHHKE Tutpupane na gosute: | | mg Hauanna nosa: 0,05-0,1 mg/kg
mg TuTpupane ua Obuta rosa: <6 mg

Obuwa no3a: 3,5-7,5 mg| nozure: 0,5-1 mg LV, IpH nanuenTH 6-12
O6ma go3a: <3,5 mg| roguun

Havanna nosa: 0,025-0,05
mg/kg

Obdma nosa: <i0 mg
PEKTAJHO =6 Mecela
0,3-0,5 mg/kg

i.v. 1-15 ropunn
(,05-0,15 mg/ke

AHeECTE3H iV, Ly, pPeKTANHO >6 Meceq}y""_ T

Hpemenukauus | 1-2 mg nosropho Hawanna gosa: 0,5 {0,3-0,5 mg/kg B P N
i.m. mg Lm. 1-15 rogunn - 77 L (RN
0,07-0,1 mg/kg 0,08-0,2 mg/kg o :




basHO nocrenenno
MOBUILIARAHE HA
Ao3ara cnopej
HYXIUTE
i.m.
N 0,025-0,05 mgkg
AHECTE3NS v, Lv.
YBon 0,15-0,2 mg/kg (0,3- 0,05-0,15
0,35 6e3 npemennkauus)| mgkg (0,15-0,3 Ge3
TpeMequKaIus)
CenaTuBHa LV, i.v,
KOMMOHEHTA MHTEPMUTEHTHH 1034 0T | [lo-HHCKM 1034 OT
npH 0,03-0,1 mgke unu NPENOPBYUTEAHUTE
KOMOKHHPaHA | HenpekbCHaTa MHdY3Hs | 3a BL3pacTHH <60
aHeCTesHs oT 0,03-0,1 mg/kg/h roOJQHHH
Cenupane B i.v. | V. HOBOpoAeHH <32
HHTEH3MBHO Haropapsaa nosa: 0,03-0,3 mg/kg ¢ reCTAHOHHH ceMU I
OTJeNeHHE OBULLUEHHS oT 1-2,5 mg 0,03 mg/kg/h
Hoxnwpxawa nosa: 0,03-0,2 mg/kg/h 1L.v. in HOBoOpomenu >32
CeJMHLH 1 Aeua no 6 Mecena
0,06 mg/keg/h
L.v. IpH NanHeHTH >6 Mecela
Hatoeapsaiiia gosa: 0,05-0,2
mg/kg
[Toaawpxama nosa: 0,06-0,12
mg/kg/h

Ha4yuH Ha npunoxerue

HAO3UPOBKA [1PU CEJIMPAHE ChC 3AIIA3EHO Cb3HAHHE |
3a cennpaHe Npy 3anaseHo Ch3HaHue Openyd AHArHOCTHYHA WK XMPYPruuHa HHTEPBEH LU M HAA30IaM
C¢ Tipuilara HRTPaBEHO3HO (L.v.). Jlozata Tpabpa na ce ChOOPasH ¢ HHAUBHAYAIHHTE HYAUIH U 44 Ce
THTPHUPA, a HE Tpabea Ka ce Mphaara upes 6bp3a MK €THOKDaTHA DOoNyC uHKeKUHd. Hauanoro Ha
CCAHPAHCTO MOXE Jia BApUPA MHAMBHIYaJIHO B 32BHCUMOCT OT (PH3HYECKOTO ChCTOSHUE Ha nalMeHTa 1
00CTOSITE/ICTBATA NPH NO3UPAHETO (KATO HAaNPHMED CKOPOCT Ha NIPUNTOKEHHE, KOJTHYECTBO Ha 4034TA).
AKO & HeoOXx0oanMo, MoTaT a ce MpHIIaraT NocleRAy LO3U B 33BUCHMOCT OT WHIMBH Y ATHATE
HYXAH. Havanoto Ha peficTeue e okomo 2 MUHYTH Clief HHXEKTHpaHeTo. Makcumanen edekr ce
NOCTHrA 32 OKOJIO 5 10 10 MHHYTH.

Bvspacmuu:

HMHTPaBEHO3HOTO HHXKEKTHPAHE HA MUIA30IaM TpsOBaa ¢e Npasy 6aBHO, C'hC CKOPOCT PUBIIHIUTENHO
 mgsa 30 cexynpu.

Hpu v3pacmnunod 60 200unu navanuara 1033 e 2 10 2,5 mg, npunoxeHaS Ao 10 MunyTH npeny
Ha4aJl10To Ha poLeaypara. [Ipn HeoOXo IMMOCT MOKE na ce NPMTONXAT AOOBIHHATENHH 1034 0T | mg
YCTaHOBEHO €, Ye CPeJHUTE OGN 03K ca B rpannuute ot 3, 5 no 7, 5 mg. O6wa no3a Has 5 mg
OOHKHOBEHO HE € HEeoOXOoaHMAa.

Hpu sv3pacmuu Had 60 200unu, W3TOLLE HU WIIH X POHHYHO OONHYU NAIMEHTH Haya HAaTa 4034 Tps0Ba /13 _
¢¢ Hamamu 10 0,5-1,0 mg i #a ce npunoxn 5-10 MUHYTH NPELH HAYANOTO HA npouexy pata. [py,.,
HEODXOAMMOCT MOXE 1A c& NMPUIOKAT AOITbNHHTETHH no3u oT 0,5 no 1 mg. Tt Ka;jﬁa:ﬁﬁfgfpéaﬁé{*f%ﬂ
NAUMCHTH MAKCUMATTHAST ePEKT MOXe J1a e JOCTHTHE 10 -GABHO, 10T THHTETHHTE ﬂoj%ﬂgaazanpm i\ﬁf’“

] - N 7' Y Fexd y
TpsOBa Aa C& THIPUPAT MHOTO HABHO 1 BHUMATEIIHO. Obuua go3a, no-eucoka ot 3,5 mg, JOBKHOBHO HE” - s ‘% \
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Heduampuuna nonyrayus

HMuTpasenosto npunoxenue: Munazonam Tp40Ba 112 Ce THTPUpa GaBHO L0 MOJTyyaBaHe HA JKeTaHus
KitHHH4eH edexT. Havannata 503a Muaasonam TpsOBaa ce IpHIaran NMpoABJDKEHHE Ha 2 10 3 MHHYTH.
JIONBTHUTEHO TPS6BaA 12 ce H3YaKaT 2 A0 3 MHHYTH, 3a 4 C€ OLEHH HAI'BJIHO CEIaTHBHUST ehexr
IPCAN HAYAO0TO Ha NPOLERYPaTa HIIW IPCIM 103aTa 13 ce [TOBTOPH. AKO € HEOOXOAUMO JOITBITHHTETHO
CCAHDAHE, 1034Ta NPOXBIKAB2 Aa C& THTPHPA C MAJTKH MOKAYBaHHA, LOKATO C€ HOCTHTHE NOIXOIALO
HUBO Ha CenupaHe. KbpMaverau Mankd Jeua nog S-roauiiba BR3PACT MOXE [1a C& HYXIasT OT
SHAYUTECNHO 110-BHCOKH N03H (mg/kg) B CpaBHEHHE ¢ MO-TONEMHUTE Tela H KHOMHTE.

* lleanarpuyny nauneHTH noJ 6-Meceuna BB3pacT: NEAHATPUYHUTE NMALHEHTH N0 6-MeceuHa
RB3PACT Ca OCODEHO Y A3BUMU NPH OBCTPY KNS HA AHXATEIHUTE MTbTHLIA W X UTTQBEHTHNALMS,
Hopanu rasu npuuuua HPHIIATAHCTO Ha ceflupaHe NpHU 3aMa3eHo ¢bhb3HAHKE NPY Jeua nog 6
MECEL He ce npenopbyBa,

. HEﬂHa’[‘pHLH-IH HAlHMEHTH MEXAY 6-MECeYHa U S5-roqUILHa Bb3pacT: HavyasiHa go3a o7 0,05 zo
0,1 mg/kg. O6ma nosano 0,6 mg/kg Moxe aa e HeoBX0AMMA 3a TOCTHIaHE HA JKe JIaHHS eeKT,
HO T5 He TpAdBa Aa npeBriasa 6 mg. [10-BUCOKMUTE JO3M MOTAT Ja DOBeJAaT 10 YABJKeHA
CCRALMA ¥ PUCK OT XHMOBEHTHIIALIHA.

¢ [lleanaTpuuru nauveHTH 0T 6 10 12-roaMWHNA BB3pACT: HavasHa go3a ot 0,025 1o 0,05 mgkg,
Moixe jia e HeoGx01MMa 061 1033 4O 0,4 mg/k g, 1o MakcUManmHa 103aor | Omg. Ilo-Brcokure
AO3M MOTaT Na NOBEAAT N0 yABIKEHA Cefalus H PUCK OT XUMOBEHTHIALHS.

e llexnarpuuny nauventn ot 12 1o | 6-rogummsa Bh3PACT; A03HPOBKATA € KaTO HPH Bb3PACTHH.

Pextanno npunowenue: OSwara nosa MHJa3olaM obuKHOBEHO Bapupa oT 0,3 mo 0,5 mgkg
PeKTaJIHOTO NPUIIOXeHHe HA Pa3TBO pa OT aMIly TaTa/(nakoHa ce HaBbpILA IOCPEACTBOM IJT4CTMACOB
ANTUKATOR, NPHKPENeH KbM Kpasi Ha CIIPHHLOBKATA. AKO 00eMBT, KOliTO Tp6Ba Ra ce IIPHIIOXKH, €
MHOTO MaJtbK, 10 nocTHrale Ha obiuna o6eM oT 10 ml Moske Aa ce npubasy Boaa. O0wWwara no3a Tpadea
/Ad CC NPHNOKM HABEIHBK 1 2 ce H3GATBA TOBTOPHO PEKTAIHO Nputoxenve. Ynorpedara npy feua

10Ji 6-MEeCEUHA Bh3PACT He Ce IpEIOPBYBA, THH KATO HANMYHHTE JAHHH (DK Ta3u MONyJauus ca
OTpaHuyYeHw,

MHTpaMyCKyITHO npunoke HEe: H3noN2BaRNTE A034u BapupatMexay 0,05 10 0,15 mg/kg. Oduwa goza
Han 10,0 mg o6ukHOBEeHO He € HeoOxoamuMa. To3M BT HA BbBEXIaHE TpsOBa 1a ce MpHnara CaMo B
HIKTIOYNTCIH - cnyuad. Pektannoto npunoxenue tpsabpa na ce IPeANnoYMTa, ThHA KaTO
HETPAMYCKY THOTO NPUNOKEHHE € BOjTe3HEHO.

[pu stena ¢ TenecHo Terno mox 15 kgnecenpenoprupar Pa3TBOPU Ha MHJ1a30/1aM C KOHLEHTpalMH HAL
[ mg/ml. [To-BrcokuTe KOHIEHTpAUMK TPAOBa 11a ce paspelst 4o 1 mg/ml, |

HO3HUPOBKA TTPU AHECTE3M S

[TPEMEJHUKALIS

i peMeukauusaTa ¢ m HAA30JIaM, NIPHIT0KEH HETIOCPEACTBEHO NIPEH NpoUeaypaTa, BOIH N0 CeAUPaHe
(HHAYKIMS Ha ChHIMBOCT UK 3aMaiiBaHE U ODINIEKYaBaHe Ha CTPAHA) U IPEAONTEPATHEHO OB HSBAHE
Ha llameTra. Muaazonam Moxe cbiio na ce puiara B KOMOHHALNS C AHTHXONTHHEPTHYHI CPEACTEA.
lIpn TOBa nokazanue munazonam Tpadba Na Obae NpPURAran MHTPABEHOSHO WIH ABNGOKO

HHTPaMy CKYJTHO B ronsim My ckyJ1, 20 1o 60 MUHY TH npeu YBOJIa B AHECTE3MA HITH 32 lIPEATIOUNTAHE ~ -

1PE3 PEKTAICH BT HA BbBeXAAHE TPY Actia (BXK, 1o -RoJty). CTPHKTHOTO H HENMPEKBCHATO Ha FHONCHHE ; ) -

Ha NMAUUCHTUTE Chef [pUnaraHe Ha [npeMeanKalusTa e 3aBJKUTEIIHO, Thil KATO HHIH
HYBCTBUTEIHOCT BapHpa W MOXe jJa ¢e NMoKBAT CHMIITOMH Ha NpEROo3npaHe.

Bozpacmuy.




3a npeaonepaTHBHO CeNUPARE U NPEelONEPATUBHO NMOBAHABAHE HA NTaMeTTa pENOPBLUHTENHATA A033
PH BE3PACTHHU C pusukaneH cratyc ASA I n Il u na p3pact nox 60 rogunn e 1 -2 mg HHTPaBEHO3HO,
NOBTOPeHa Npu ReobxoaumocT, uitd 0,07 1o 0,1 mg/kg, npuioxeHa uHTpamy ckyJHo. Josata Tpsosa
na Obje HaManeHa H ¢LOGPA3eHa ¢ HHAHBHAYAIHHTE HYXIH, KOraTO MWAA305iaM ¢e Tpuiara npu
BB3PACTHYN Hal 60-romuH4a Bb3pacT, H3TOLIEHH WK XPOHHYHO OOJTHHU Tal[HEeHTH. [IpenoppunTenHara
HavamHa1.v. 103a e 0,5 mgu s Tpsbsa 1a ce THTpHpPa GABHO cnopen Hyxxaute. [Ipenopwsusa ce 103a OT
0,025 10 0,05 mg/kg, npunoskena HHTpaMyCKyITHO. [{pu e IHOBPEMEHHO NPUITOIKEHKUE HA HAPKOTHYHM
BCLICCTRA J103aTa HA MUAA30J1aM TpAOBa Aa ce Hamanu. O6uyvaiinara fo3a e 2 10 3 mg,

fleduampuuna nonynayus:
Hosoponenu u geua no 6-mMeceyna sn3pact:

Ynorpebata npu geua moa 6-Meceuna Bb3PAcT HE ce MPEnopbYBA, Thid KATO HANUYHKTE NAHHH Ca
OrpadyueHy,

Jeua Hag 6-MecevHa BB3pACT;
PexkranHo npunoxeHue: 0611ara 103a MUJ307aM, OB HKHOBEHO Bapupatta ot 0,3 no 0,5 mg/kg, Tpsbra
la ce npunoxu 15 no 30 MUHYTH NpeaH YBoIa B aHECTeRHUS.

PexTanHOTO NpUiOXKeHHe Ha pasTBOpa OT amiy lata/hriakoHa ¢e U3BbpLIBa MOCPEACTBOM M1aCTMAacOB
anauKaTop, NPUKPENEH KbM Kpas Ha CIPUHIIOBKATd. AKO 06eMBT, KOMTO TPAOBa Na Ce NPUNONY, €
MHOTO Mallbk, MOXE fa ce aprudaBK BoJa A0 noayyasaHe Ha 06w oGem o7 10 ml.

MHTpaMyCKyITHO NpUNoXeHUe: Thil KATO HHTPAMYCKYJIHOTO NPHIIOX)EHHE € DOJIE3HEHO, TO3M BT Ha
BBBEHNAHE TPADOBA J1a Ce M3IT0/13BA CaMO B H3KIOUMTEN HUL CyHan, PekTanuoro OpUIIOKEeHKe TPSOBa g
Objie NPEANCUYMTAHUAT BT Ha BhBEXAAHE. Y CTAHOBEHO e, o0aue, ye Ao3a B rpaHHiuTe ot 0,08 10 0,2
mg/kg MUIa30NaM, IpUnokeHa MHTPaMyCKYIHO, ¢ edexTHBHA U OeszonacHa. [IpH Jena Ha BL3pacT
MEXKLY | U 15 roannu ca HeobXoMUMHU POTIOPHUOHANHO 1O -BHCOKH 03H B CpaBHEHUE C BH3PACTHHTE
Ha 6a3aTa Ha TeNecHOTOo TErno.

[lpu neuacrenecno rernonod 1 5 kgne ce NPENOPBUBAT PAa3TBOPH HA MIJA30MaM ¢ KOHUEHTpALHH Ha)
I mg/ml. ITo-sucoxure koHUEHTpauyK TpA6Ba Oa ce paszpeasTt go 1 mg/ml,

BbhBEXJAHE

Bvapacmuu:

AKO MHA30/1aM C€ W3N03BA 32 BLBEKAAHE B aHECTE3Ms, IPEAH Aa ca NPUNOXKEHH APYTH aHECTETHLH,
MHANBHAYANHWATOTrOBOP Baphpa, losaraTpa6ba nabbae THTpUpaHa 10 ¥elaHus eeKT B 3aBUCHMOCT
QT BL3pacTTa HA NMALHEHTA U KITMRUYHOTO CbCTOsHUE, KOraTo MHIA301aM ce H3M0JI3Ba NPEIH UITH B
KOMOMHALMS C APYTH NIPOAYKTH 32 UHTPAREHO3HO MJIH HHXAJATOPHO NPHAOKEHHE 38 BbBEXIAHE B
dHCCTE3KA, HAYAIHATA 1033 HA BCAKO JIEKapCTBO Tpsa0Ba Aa O'bAe 3HAUMTENHO HAMAIEHa, TOHSKOrA 0
25% OT HavyanHaTa f03a Ha OTJE/HHS 1eKaPCTBEH npoay kr. 2KeNnaHoto HUBO Ha aHECTE3Us ¢e NOCTHra
4Pe3 CTBNANOBHAHO TUTpUPane. MHTpaBeHO3HaTa BEBEXAALLA 1033 MUIA30JaM TpabBa fa Onjae
pHa0XKeHa DABHO, C MOCTENEHHO NOBUILaBaHe. BCAKO MOBHILABAHE HE TOBEYE OT mgTpsdBa Ja ce
HHKEKTHPA B NPOABIKCHHUE HA 20 10 30 cexyHJIH, KaTO C& OCHIYPABAT 2 MUHYTH MEXAY OT/IGHHUTE
NMOCEAOBATENHHU NOBHILABAHUA,

¢« llpn npemeguxMpaly BBHIPACTHR NaUMeHTH noj 60-ronuiIHa BB3PACT OOUKHOBEHO €
RoctaTivHa 103a 0T 0,15 10 0,2 mg/kg, npunoxena HHTPaBeHO3HO. [IpH BR3PACTHH NALMEHTH
moA 60-ronuiiKa BL3pacT Ge3 npeMeIHKaLUs J[03aTa MOXeE ja 656 10-BHCOKA (0,3 po 0,3-5.-_;:-::%\
mg/kg 1.v.). Ako e HeoOXOMMO Ja ce 3aBBpILIH HHAYKLHATE, MOXE Aa Ce MBIQ3BAT:/ ~
MOBULIABAHUA ¢ NpUONH3UTENnHO 25% OT HavajHATA J03a Ha MAlHEHTA. 1e¢ﬁbﬂ“ﬁﬁ§%’fﬁ
BEBEICIAHCTO B AHECTE3MATA MOXKE Ja NPOABIKH ¢ UHXAJATOPHM aHE ﬁifﬁiﬁpﬁa\\;}
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PESHCTCHTHU Cliydau 001ua 103a oT fo 0,6 mg/kg Moxe na 6 j1e H3N0I3B3HAa 38 HHY KU, HO
BUCOKHTE J03¥ MOTAT Ja yIBJIXKAT Bb3CTAHOBSBAHETO.

¢ lipu npememmxupanu Bu3pacThu Hag 60-roqHiHa Bb3PACT, U3TOLIEHH HITH XPOHUYHO GONHM
NALUNEHTH 103aTd TPAOBA Aa Ce HAMANTH 3HAYMTENHO, Harip. o 0,05 - 0,15 mg/k g, MpuIoXeH:
1,V., B POABbDKeHHe Ha 20 - 30 CEKYHAY, KATO C€ H34aKBa 2 MHHYTH 3a IPOSBABAHE Ha & (rekTa.
Be3pactuu van 60-roquiima sv3pact Ges npeMearKauusa OOMKHOBEHO Ce HYXKIaaT OT [I0Beye
MARasonam 3a beeicgane. [penopsusa ce HavamHa fo3a ot 0,15 10 0,3 mg/kg, [Mauuenture
0e3 NpeMeanKauma © TEKKO CUCTEMHO 23a60NABAHE VNK APYro yepexnane 00UKHOBEHO ce

AYHAAAT OT IO-MANKO MH1a30/1aM 33 BbBeXaaHe. OGHKHOBEHO € 10CTATbYHA HAYATHA 1033 OT
0,15 10 0,25 mg/kg.

CEIATUBHA KOMITOHEHTA I1PY KOMBHHWUPAHA AHECTE3UA

Bw3pacmuu:

Mudasonam Moxe na ce npunara Kato CEiaTHBHA KOMMOHEHTA NIpH KOMOMHUPAHA aHECTESHS Upes
MATEPMHTEHTHI MaJlkH HHTPABEHO3NM HO3H (B rpaHuiuTe Mexay 0,03 u 0,1 mg/kg) UiaK karo
HCOPCKhCHATA HHTPABEHO3HA UHDY3Us (B TpaHHlHTeE mexay 0,03 u 0,1 mgkg), o6uKkHOBEHO B
kOMOUHAUMA ¢ aHanretuuM. Hosara u HHTEPBATMTE MEXIY HO3UTE BAPHPAT B 3dBHCHMOCT OT
HHAUBHIYQIHATE peakiivs Ha fanuenTa.

[Ip¥ BB3pacTHH Haa 60 rofMHK, H3TOILEHH MK XPOHHYHO DOJIHH NAUMEHTH UIE CA HEOBXOIUMH 110 -
HUCKH NOAABLPIKAILLY JO3M.

CEAWUPAHE B UHTEH3MBHU OTHAEAEHHA

HelaHOTO HHBO Ha ceflupaHe ¢e HocTura HPe3 CTHIATOBUAHO TUTPUPAHE HA MULE30NAM, FOCHE ARAHO
OT HEMPEKbCHATA HHY3Us HIIM HHTEPMUTEHTHH GOTyC MHXEKUMH, B 3aBUCHMOCT OT KIMHHYHATA
HY 12, PU3MKANHHS CTATYC, BH3PACTTA H CHITLTCTBALIOTO MENUKAMEHTO3HO JleueHue (Bx. ToUKa 4.5).

Bvapacmmuu:

HnTpasenosHa HaTosapgaia f03a: 0,03 1o 0,3 mg/kg TpabBa na ce npuaara 6aBHO ¢ HOCTEIEHHO
OBHILaBaKE. BCAKo nosumasane oT | 10 2,5 mg tpabpa na ce HHXEKTHPA B NpoabbkeHHe Ha 20 jo
30 cekyHan, KaTo Mexkay MOCTEA0BATENTE IOBHLIABAHNA CE OCTABAT 2 MUHYTH. [Tpu navuenTH ¢
AHTIOBOJIEM A, CBJIOB CIA3BM HJIH XUNIOTEPMUS HATOBAPBAILATA 1034 TpAOBa J1a Ce HaMaNy MitH A3 ce
NponycHe. KOrato MumasonaM ce npunara che CHIHO neHcTBALLHK aHaNTeTHLH, Te TpaOdBa Ja ce
IPHIOKAT B HAYANOTO, Taka Y€ CeNaTHBHUTE e(eKTH Ha MHIA30JaM Ia MOraT 6e300acHo Jia ce
TUTPHPAT HA QOHA HA CEAMPAHETO, MPSIUIBHKAHO OT aHaNreTHIuTe,

HMHuTpaBenosha noaaspxalua 403a; 1031Te MOKe Aa sapupar 010,03 10 0,2 mg/kg/h. [1pu natueHT! ¢
XUHOBONEMUA, CBIOB CAa3bM WM XHIOTEPMHS NONNBPKAILATA 1038 TpsAdBa na Obje HaMaleHa.
HupsoTo Ha cennpane Tpsdea ga 6bae OLCHABAHO peAoBHO. IIpy nponmmikuTe MHO cenupa e MOMe Aa ce
PA3BHC NOHOCHMOCT H 4 Ce HAaNOXM J034Ta 1A Ce YBe/THYH.

lleduampuuna nonyrayus

HoBoponeHu u geua 1o 6-mMeceyna BL3pPAacT: -
Munasonam Tps6Ba na ce npuaara nog (popMaTa Ha HENpeKbCHATA HHTPABEHO3HA MHpY3HSA, KaTo ce
jano4ue ¢ 0,03 mg/kgth (0,5 pgkg/min) IPH HOBOPOIEHHU ¢ MeCTALMOHHA BB3PACT <32 CeAMULIM Wl
0,06 mg/ke/h (1 ng/kg/min) npu HOBOPOACHH CTECTAUMOHHA BL3pacT™>32 ce MUK U Deila 10 6 Mecera.

He ce npenopbusaT unTpaseHosny HaToBapBallla 03W NpH HEAOHOCEHH KbPMayeTa,

HOBOpOAeHU 1 fella 10 6 Mecela. [To-ckopo uHdY3usTa MOXKE 12 Ce [IYCHE Aa Teue no-0bp30 npe3 ..
TBPBUTE HAKONKO 4aca, 3a 1a Ce yCTaHOBAT TEPANeBTHYHM MIa3MeHH HUBA. Tpsbpa pHUMAaTEITH
4€CTO Ja Ce NPaBH NPEOIeHKA Ha CKOpOCTTa Ha HH(Y 3K ATa, ocobeHo cen mupBuTe 24 yaca, ¥k

CE Nnpuyara Hai-HUCKAaTa BE3MOXHA ¢(eKTHBHA 7034 H Ja ce. HAMalK Bh3MOKHOCTTA 32 K
Ha 1EKAPCTROTO. !




Heua Haj 6-MeceyHa Bb3pacT:

[Tpu nHTYSupann u BCHTWIIMPAHW NeAHaTPHYHY TAUMEHTH HaToBapBaiaTa gosa ot 0,05 100,2 mg/kg,
PHJIOXEHR HHTPAaBEHO3HO, TPAGBa 1a ce npunara 6aBHO B IPOABIKEHHE HA-MAJIKO Ha 2 10 3 MUHYTH,
54 73 CF TIONy4H KEIAHUAT KIMHKHYeH ediekT. Mugasonam He Tps6Ba aa ce npHiaara kato 6sp3a
WHTPABEHO3HA WHIKEKLIUA.

Harosaprauara no3a ce nocuenpa ot HENpeKbCHaTa HHTpaBeHo3Ha HHGYy3ns ¢ 0,06 1o 0,12 mg/kgh (1
1o 2 pg/kg/min). CkopocTTa Ha HHDy3usATa MOXKE 13 6bJe MOBUILEHA HITH OHUKEHA (0OHKHOBeHO €
25% OT HavanHaTa WiN CilefBalaTa MH{(Y3MOHHA CKOPOCT) CIOpeR HYMAMTE, HAH MOXE R4 ce

[TPHIIORAT NOThNHUTEHY UHTPABEHO3HM JO3H MUZA30NAM, 32 A2 CE 3ACHAH HITH MOJIbPKA KENAHHAT
edekT.

Korato ce 3anousa unbysus ¢ Muaazonam [IPHA MAallUEHTH ¢ HAPYLLIEHA XeMOAUHAMHIKa, 0OKyaiHaTA
HaToBapealla n103a TpAdsa ga 6bAe THTPHPAHA ¢ MATKH NOBHIUABAHUT U NALHEHTT TpsOBa a2 ce
MOHHTOPHPA 38 XEMOAMHAMHYHA HECTAOUTHOCT, HATIP., XUTIOTOHMS. Tes3n nauneHTH ca 4y BCTBHTE/THH
CHLIO WKbM TIOTHCKALIMTE €MEKTH Ha MAA30J1aM BhDXY IHXATEIHATA CHCTEMA 1 U3HCKBAT BHAM ATEHO
MOHHTOPHPAHE Ha (NXaTENHATA Y€CTOTA H KMCIOPONHATA CATY paLus.

[pn HepoHOCEHH KbpMaUeTa, HOBOPOJEHH M IE1a C TEJIECHO TErNo nmoa 15 kg He ce npenopnusar
Pa3TBOPH Ha MiI1na3onaM ¢ KOHUeHTpauun #ag | mg/ml. Mo-BucokuTe KOHIEeHTpauuu TpsOBa ga ce
paspeaar go 1 mg/mi.

Cneyuanuu nonynoyuu

buGpeuno yepexnane:

[{pn naunentu c Texxo 6u6peyno yBpeXnane (KpeaTHHUHOB KIUPBHE nog 30 mi/min) Mmugasonam
MOXe Ja ObJie npupysKeH oT [I0-H3pa3CHa H MPOLBIAKUTENHA CEARUMS, BKIIFOYHTEIHO KIIMHHYHO
SHARMMa pECnNpaTopHa U ChpieuHo-ch0Ra fenpecus. [Topany ToRa MKIa301aM TPs0Ba fa ce go3upa
BHUMATCIHO NIp# Ta3y Oy 1allidst MANKEHTH H 1a Ce THTPHPA 32 KeJIaHus edexr (BX. Touka 4.4), Ipy
MALHEHTH C OBOpeUHA HEJOCTATRYHOCT (KpeaTUHUHOB knupbHC <10 mi/min) dbapmarkokuHeTkaTa Ha
HECBBPIAHHA MIa3071aM CIIC €IROKPATHA WHTPABEHO3HA 1034 € 006 Ha HAa Ta3H, ¢bOOLIARAHA NPH
3 paBi ﬂoﬁp(JBOJIuH. Cnen NPOABIXKUTENMHA HHdJyauﬂ (IPH MAHCHTH B HHTEH3UBHO OTAEIeHHe, odbade,
CPEAHATA NPOAWIKUTEIHOCT HA CEAAaTHBHUA eDEKT [IPH MONY NALUSTA C OBOpeYHa HEJOCTATBYHOCT €
Ouna 3HAYUTENHO MOBMIIEHA HaH-BEPOATHO MOpajd KyMynupaHe Ha | ’~X HAPOKCHMHAA30IaH
MIOKYPOHUA (BAK. Toukn 4.4 1 5.2).

HepHOAPOOHO YBPexKIaHe:

HeproapobHoTo yspexnaHe namanssa KIIMPBHCA HAa WHTPABEHO3HO MNPUJIOXKEH MHIZ30HaM C
NOCNCABALLO Y BESTHYEHME HA TEPMUHATHUA [TOJY XKUBOT. [lopaxu ToBa KNUHKUYHKTE ePeKTH MOXE JIa
OBAAT MO-H3paA3CHU U IpOABIDKHTENIHH. HeodxoauMara 103a MHUAA301aM MOXeE 4 Obae HAaMalleHa H
TpAOBA A& C€ OCHTYPH NOAXOAALIO MPOCHCAABAHE HA XUIHCHATE IPU3HALM (BX. TOUKa 4.4).

Heouampuuna nonynayus
Bukre no-rope u Touka 4.4,

4.3 IlporuBonokaszaHus

CBPBXYYBCTBHTENHOCT KbM OCH30AHA3CMUHN WIH KbM HAKOE OT NOMOILHKTE BELLECTRA, H30POEHH B
TOYyka 6.1, S

Ceanpane cbe 3ana3pabe HA CLIHAHKETO TP NALHUEHTH C TEXKKA pecliupaTopHa HEJOCTA
GCTPO NOTUCKAHE HA AWIIAHETO.
44 CoeunanHu npeaynpexieHus H Npeana3yn MepKu NpPH ynotpeda




Munasonam TpsaGBa aa ce NPHUITATa CAMO OT ICKAPH C ONKUT, NPY HaNhJIHO OCHIY PEHO HAdMIoAeH e U
HOMIBPHAHE HA AHXATCNHATA H ChPAEYHOCHI0BATA Py HKIMS, W OT JNHLA, CHENHATHO 0OYdYeHH 3a
Pa3llO3HaBaHe H NICUEHUE HA OUAKBAHUTE HENENAHH ChOMTHS, BKIIOUUTETHO IUXATE/IHA U ChpAeyHa
pecycuTauys. MMa chodWeH s 32 TEXKN HeXeNaHH ChOUTHS OT CTpaHa Ha ChbpReYHara W AUXareaHara
CHCTeMa. Te ca BKNTIOUBAIIU MOTHCKAHE HA AHILAHETO, anHes, JUXaTeNIeH apecT MK CbPASUEH apecT.
Te3u UBOTO3ACTPALLIABALIM HHIIHIEHTH € MO-BEPOATHO A C€ MOABAT, KOTATO HHXKEKIIHATA Ce [10CTARY
TBbPAe OBP30 HIIKM KOTaTO CE IPUIATA BMCOKA 1034 (BHXK. TO4Ka 4.8).

Bensonmnasenunure He ce NpenopbyBaT 33 OCHOBHO EYEHHE HA MCHXOTHYHH pascTpoicTRa.

CreluanHo BHUMAHKE e HeOGX0MMO TIPH MOKA3AHHETO CeNANHA Che 3aNasBaHe Ha Ch3HAHHETO NpH
TAlMEeHTH C YBpEeAEeHa AuXaTeNHA Gy HKIHSL.

[leauaTpuynuTte mauneHTd noja 6-Meceyna Bb3PACT Ca 0COOEHO YYBCTBHTEIHNY KEM OOCTPYKIMA Ha
AMXATENHUTE OBTHILA W XHNOBCHTUNALKS U MOPaAH TOBA THTPHPAHETO ¢ MaNKH [OKAYBAHMS JIO
MOCTUTAHE HA KNHHHYEH e(DEKT ¥ BHUMATENTHOTO HabMOAeH He HA YeCTOTaTa Ha AMIIaHe | HACULIAHETO
C KHCJIOPO ca 0c0o0eHO BAXKHH,

Korato MuaasonaM ce u3noi3sa 3a NpeMeARKaIms, 3a0bIDKHTEIHO afl€KBATHOTO HAOIIONEHHE Ha

NallHCHTa Chen NPHIIOKEHUETO, Thil KATO HHIHUBHIYaNHATa YYBCTBUTECNHOCT BApDHpa H MOXE la
Bb3HUKHAT CUMIITOMU Ha NpCAO3HpaHe.

CneuuanHo BHHMaHKe Tpa6Ba Aa ce OTAe/H, KOTaTo MHUAA30faM Ce Npuiara Npy NauHMeHTH ¢ BUCOK
PUCK;
*  BBb3pacTHH Hap 00-roaumHa BL3IpacT;
*  XPOHHYHO OCNHY HIH HU3TOILEHU MALMEHTH, KATO HalpUMep.
- [IAUUEHTH C XPOHH4HA JHXATENHA HEJOCTAThYHOCT;
- TNAHHEHTH ¢ XpPOHWYHA Ob0peHHa HEAOCTATBYHOCT:
- NALHCHTH € yBpeleHa Y€pHOApoOHa by HKUMA (6eH30aMa3e MMHUTE MOTAT [3 Ce Y TAsIBAT
WK 1a 000CTPAT eHUEeATONATHATA IPH NALIHEHTH C TEXKO UEPHOAPOOHO yBpexaaHe);
- [AUMEHTH ¢ yBpeaeHa ChpaeyHA DYHKIUS;
- CAHATPHYHU NIAUKHEHTH, OCOOCHO TE€3M ¢ HecTAGUIIHA ChpAEYHOCHA0BA $y KU,

T'e3u BHCOKOPUCKOBY IALMEHTH H3UCKBAT 1O -HUCKH A03U (BX. TOUKa 4.2) 1 Tpsi0Ba HENMpPEKLCHATO aa
OBAAT MOHHTOPUPAHY 33 PAHHH NPU3HALY HA NPOMEHH B XU3HEHUTE (hYHKLIHH.

KaxTo rpn BCcU4KH BenlectBa ¢ MOTHCKALL etpext prpxy LIHC m/uam ¢ MycKyJTHO-penaKcHpaiiy
CBOWCTBA, 0C0OEHO BHHManHe TPAGBA A4 ce OTICJIH, KOraTo MHAa30/iaM Ce MIPUIIAra rmpu NamueHT ! ¢
MHACTEHUS MPABKC.

Honocumocm
MMa cwollLeHUS 33 u3BecTHa 3aryba Ha edUKACHOCT, KOraTto MHA430J1aM Ce H3IIoJI3Ba 1A
NPOABIDKATEIIHO CEIMPAHE B MHTEH3IUBHUTE OTHENEHUS.

Sagucumocmu

Koraro Munasosnam ce n3nonssa 3a npoIbOKUTENHO CenupaHe B HHTEHIUBHUTE OTJIEJIEHHUA, TPAOBa A

CC UM NMPENBUN, HE MOXKE Aa C€ pasBue GU3MYECKa 3aBHCHMOCT KbM HErO. PHCKBT OT 3aBHCHMOCT Ce
YBETHHABAC 103aTa H NPOABIDKUTENHOCTTA HA IEYEHUETO; TOH € N0 ~BUCOK U ITPH MALMEHTH ¢ aHaMHe3a .

34 310yTIOTpeda ¢ aNKOX0N WM NekapcTBa (Bx. Touka 4.8). ‘:‘*\ |

Cumnmonmu Ha omuesmane




I'lo Bpeme Ha NPOBIKUTENHO NeYeHHE C MHAA301AM B HHTEH3UBHUTE OTACTEHUS MOKE Ja ce pasBue
Ppu3nyecka 3aBucUMocT. [Topaay TOBa BHE3AMHOTO [IPEKBCBAKE HA IEUEHMETO LLIE CE CHIPOBOKIA OT
CUMOTOMH Ha OTHEMaHe, Moxe 1a ce MOABAT ClIeIHUTE CHMIITOMMU: [1aBO6OME, THAPHS, MY CKYJIHA
OonKa, eKCTpeMHa TPEBOXKHOCT, HaNpexeHHe, Ge3noKoHCTRO, O0BbPKBAHE, Pa3APASHUTENHOCT,
HApyLICHUA Ha CBHA, NPOMCHH B HaCTPOCHHETO, XanlOUHHALMH ¥ TbpuoBe. Thil KaTO PHCKBT OT
CUMNTOMUTE HA OTHEMZHE € MO-TONISM CNEJ] BHE3AIHO IIPEKbCBaHe Ha I€YEHUETO, IPEIOPHYBa Ce
A03aTa Jia C€ HaMalARa MOCTENCHHO.

Anite st

MKa300am MOke fa NpuuUHK aHTEPOrpagHa aMHe3us (4ecTo TO3M e(EexT e MHOTQ XenaH fpu
CHTYaUHK IPEAH U N0 BPEME Ha XHPYPIUYHY M IHATHOCTHYHH NIPOLENYPH), YHATO NPOXBIKHTENHOCT
¢ AHPEKTHO CBBP3AHA C IIPHIIONEHATE 4034, KATO PHCKbT CE YBEeIMYasa NPH [O-BHCOKH LO3M.
HpoAbmKUTENHATA AMHE3MA MOKE A IPEACTABNIBA npodneM npy aMm0y NAaTOPHUATE MALIHEHTH, KOUTO
CC H3NHUCBAT CNEA UHTEPBEHUMATA, Chell MapeHTepATHO NPHAOKEHHE Ha MHAA30AaM, NAHEHTHTe
TpsiOBa f1a ce U3NUIAT OT BONHHLATA HITH NeKkapCcKus KAOUHET caMO aKo ¢4 ¢ IIPUAPYKUTEIL.

[lapadoxcananu peaxyuu

Mma chobluenus aa MapajfoKcantiH peakMH KaTo Oe3NMOKORCTBO, asKUTaUMsA, pa3ipasHHTENHOCT,
HCBOJIEBH  JBIDKEHMS  (BKTIOUWTENHO TOHMUHO/KIOHWYHU Tbp4yOBE M MYCKYJNEH Tpemop).
XHIEPAKTHBHOCT, BPaXKAeOHOCT, NENIO3UH, PEAKIHS HA SPOCT, arpeCHBHOCT, TPEBOXHOCT, KOLLMADH,
XAMONMHAUKY, ICHXO3H, HENOAXOALO NOBEJCHHE H APYTH HEXENaHH MOBEAEHUYECKH peaxiym,
[lapoKcH3ManHa Bb30y da U PH3NUECKO HACHITNE, NOSBABALIH Ce cliel ynotpeba Ha Muaazonam. Tesu
peakiiity MOXE Na Bb3HUKHAT NPH NPHIOKEHHE Ha BUCOKH 103H H/HIH NIPH 6B P30 HHXKeKTHpake. Haii-
BHCOKA 4ECTOTA Ha TAKHBA PEAKUMH € ChOOLLICHE PH Jiella K ALMEHTH B CTAPYECKH Bb3pacT. B ciy4ait

Hd 1103Ba Ha TakKWBa peakuny, TpsAOBa 1a ce 0GMUCIM NPEKPaTABaHE HA NEKapCTBOTO.

llposeneno eaumunupane na mudasonam
ENUMWHUPAHETO HA MHAA30/1aM MOdXe A2 ObJe TPOMEHEHO NPH NalUMEeHTH, NONYyUaBallld BELleCTRa,

KOWTO MHXKOUpAT Wi nugyuupar CYP3 A4y MOXe 112 ce HANOKH 03aTa HA MAAA301aM ChOTBETHO Ja
¢€ KOpUTHpa (Bx. Touka 4.5).

EnuMUHHpaHeTro HAa MUa301aM MOXeE CBILO 1A Oble3a6aBeHO IpH NaLMEHTH ¢ YBPEIEHA YepHOIpotHa
by HKLUHA, MaTHK ChpAeUEH JIeOHT 1 NPpH HOBOPOIEHHU (BX. To4ka 5.2).

CvHHa anues
Mrzazonam Tpadea aa ce UIMO3Ba H3KITOUMTEHO BHUMATEIHO [pH NAUHEHTH ChC CHHAPOM Ha CHHHA
altHEA M MalUeHTHTE TpAOBa PEIOBHO Ja ce HaBaKaaBar. -

Heodonocenu kepmavema u HO8OpOdeHu

[Topagu noBuuIe ks pHck OT anHes ce NPENoOpbYRa UIKIIOYHUTENHO BHHMaHKE, KOTATO C& CeAHpar
ACAOHOCEHHM HOBOPONICHY M HENLOHOCEHU HeMHTYOHpaHH kbpMavera. HeoOXONMMO € BHUMATETHO
HAONIOAEHHE HA YECTOTATA HA JIHITAHE U KHCJIOpOIHaTa caTypalus. bbp3oTo HHkekTHpaHe Tpabea aa
Ce H30ATBA NPH HOBOPOLEHH,

HoBopojieHnTe npuTexaBaT HAMANICHA U/HITH HE3PANA0PTraHHA PYHKLHA U CHLIOTAKAE Ca UY BCTBHTEITHH
KbM JIbJIOOKUTE H NPOABIKUTENHY eheKTH Ha MUAA30/1aM BEPXY AHXATENHATA CHCTEMA.

FMa cboBuleHns 3a HeskeNany XeM O MHAMUYHE ChOUTHS [IpH TTEAVATPUYHY TIALUEHTH ¢ HecTabuwiHa
CbPACHHOCHAOBA (HYHKIMA; NPH Ta3n NONyaaius TpaOBa Aa ce H3Gsrsa OBEP30TO HHTPABEHO3HO

MPANTOXKEHHE. e

o~ : h,:‘*a‘\
[Teduampuuny nayuenmu nod 6-meceuna evspacm ;f;*?ff’_ < LR
[pu Ta3u nomynaums Mugazonam ¢ nokasax 3a Cenauus caMo B HHTEH3UBHU OTHEN LEL/' M 1, \E
[lenuarpuduute naumeHTH oA 6 -MeCeUHa Bb3PACT Ca 0COBEHO YYBCTBUTEIAHY KbM ngnﬁfﬂuﬁﬂa&nﬁ L F
AUXATCIHUTE b THILA M XMIIOBSHTUIIAUMSA, IOPaJH TOBA THTPHPAHETO C MaIKN YBENHY s haﬁoaafra L]
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A0 TOJYyYaBaHE Ha KNUHHYEH eQeKT W BHUMATENHOTO HABGMIOAEHHE Ha YeCTOTaTa Ha JIMUIaHE H

KUCIOpOJHATA caTypauus ca 0Co0eHO BaXHU (BX. CbLO TOYKa ,HenoHOCeHH KhpMadeTa u
HOBOPOJEHH " 10-Tape).

Eonospenenna ynompeba ¢ anxoxon / denpecanmu Ha JHC

ExHoBpeMennaraynoTpeta Ha MUI2300aM ¢ JTKOX Ol H/MITH nenpecantd Ha LIHC tpsabea na ce uzbsrea.
TakoBa eTHOBPEMEHHO PHIIOXEHHE MOXKE 114 3aCHIIH KTHRMYHATE eeKTH Ha MHAAI0NAM, KOSTO MOKE
Aa BKITKOHBA TEXHKA CEAALKA, KOSTO MOXE J1a KOBEAE A0 KOMA MIIH CMBPT, W KIHHUYHO 3HAYHMA
pecrnupaToOpHu nenpechd (B, Touka 4.5).

AHAMKE3G 30 320ynompeba ¢ aAKOXOA UAU AEKADCMEA
KakTo npu npyrure Gexzonuazenuuy, MPHIIOXKEHHETO Ha MUIAa30JiaM TpsOBa fa ce U30srea Npu
MallHCHTH C aHaMHe3a 3a 310y noTpeda C ankoxoJ MU JeKapcTBa.

Puck om ednoapemenna ynompeba na onuoudu

LaHOBpemMeHHara ynoTpeba Ha MpZA30/aM M ONHOUAH MOXe Na JOBeIe 10 Celalus, pecruparopHa
ACUPECHs, KOMa W CMBPT. [lopanit Te3u puckose, eIHOBPEMEHHOTO NPENUCBAHE HA YCIIOKOUTEIHH
EKAPCTBAKATO OEH3OAMA3ETIMEH UITH CBBP3AHH SIEKAPCTRA KATO MUAA30NaM ¢ OMHOKIH Tpsa6Ba Aa Obje
3aMla3CHO 3a MMALKWCHTH, 38 KOUTO HE C8 Bh3MOXHH ANTEPHATUBHN Bb3MOXKHOCTH 34 JieueHne, AKO ce
B3CMC DCLUICHNE 38 NPEAMMCBAHE HA MHAA30MIaM EAHOBPEMEHHO ¢ ONMHOK M, TpA0Bada ce B3M0J13Ba Hail-
HUCKATA €PEKTHBHA 11032 U NPOABLIIKHTENHOCTTA HA JIeYEHHETO 42 Ob/1e BhaMOKHO Haii- -KpaTKa (BX.
CBILO OOHINTE NPETIOPBLKM 38 103UPaHE B ToYKa 4.2).

[lannenTuTe TpsOBa Na GBAAT BHUMATEHO NPOCHEAABAHY 34 IPUBHALE ¥ CHMITTOMA Ha pecnuparopHa
AcTIpecHs ¥ CeNlauns. B ToBa OTHOIIEHHE CUITHO CE IIPENopbYBa IALMEHTHTE U TEXHUTE GOMHOIENa N
(KBACTO € NPHNOKUMO) ia GbRAT UHPOPMHPAHU K& CAeddT 32 TE3H CHMITOMH (BX. TouKa 4.5).

Kpumepuu 3a usnucsane
Cnell nojtyyasaHe Ha MHAA30MaM, MAUMEHTHTE TPAGBa A2 GBAAT M3IKCBAHH OT GONHHIATA MM

HEI{EI[JCI{HSI KabuHeT caMo KQrarto TOBa € NpenopBYAHO OT JICKY BAUWIMA JICKAp H aK0 NALUEHTRT € ¢

ApHAPYXKUTEN, [Ipenopbusa ce naueHTHTe Na GBAAT NPUAPYKABAHH, KOTATO C€ BPBLUAT BKEIIH CIIEL
H3lUCBAHE,

To3m nexapeTsen npogy KT chabpxa no Manko ot | mmol (23 mg) HaTpHii Ha 1| ml, T.e. npakrHueciy
He CBAbPXKA HATPHI,

4.5 B3aumonueiicTeue ¢ IPyrn NEKAPCTREHH NPOAYKTH o APYTH ¢QOpMH Ha B3aUMOAEHCTBUE

DapMakOKHHETUYHH B3auMONeliCTBUS
Muuasonam ce metabonuzupa ot CYP3A4 u CYP3AS.

Huxubutopn ¥ unayxropu Ha CYP3A MOrar ChOTBETHO A3 MOBMILAT B HAMANST I1/I33Me HUTe

KOHUEHTPAUWH, & OTTAM M eeKTHTE Ha MUAA30N1aM, KATO TOBA M3UCKBA ChOTBETHO KOPHTHPAHE Ha
J034T4.

DapMaKoKHHETHYHHTE B3AUMOAECTBUS C HHXUOHTODY MU UHIYKTOpH Ha CY P3 A4 ca no-u3pazeH
CICA NEPOPAHO NPHUIIOKEHUE B CPABHEHHE ¢ HHTPABEHO3HO NMPUAMKEHHE HA MUAA301aM, 0COBEHO
nopalu HanuuneTo Ha CYP3 A4 B ropHHTE OT/IENHM Ha CTOMAIIHO -4peBHA TpakT. [IpH nepopasiHus msT
Ha BbBLIKNAHE CC IPOMEHA ¥ CHCTEMHHUA KIIMPBHC, # OHOHANHYHOCTTA, OKATO IPU [1apEHTEP AT HUA [THT
Ha NPHIOKEHUS CC MPOABABAT CaMO IIPOMEHHTE B CHCTEMHHSA KIHPBHC. R




MuzasonaM, odave, npy HanuyMe Ha MHXHOHpaHe Ha CYP3A4 me ce YBEJIUYAT BENHYHUHATA U
NPOABIDKUTEIHOCTTA HA ediexTa.

Hsma npoyusanns Ha npomsanata ha hapMaKOKHHETUKATA HA MU/123074aM non sausHue Ha CYP3A4
CNEA PCKTATHO M HHTPAaMY CKY AHO npunowkeHue. Ouaksa ce, Y€ Te3M B3auMoaeCTRUS Lie ¢a No-¢iabo
M3PA3CHH NPH peKTalieH B CpaBHeHWe C NEpOopaneH NbT HA BbhBEXAZHE NOPAAH 3a00HKANIAHE Ha
¢ TOMAILHO-4pEBHUA TPAKT, 1OKATO Clie] HHTPAMYCKY THO NIPHIOXKEeHHE eheKTHTE HA H3MEHEHHETO Mo/
Bu3letcTBre Ha CYP3 A4 He 6u Tpn0BaJo 1a ca 3HAYHTENHO 10-PA3NH4HK OT HADTFaBaHUTE Cllel
HHTPABEHO3HO MPUISTOKEHHE HA MU JIA30JIEM.

[IpK €AHOBPEMEHNO TPUNOKEHUE ¢ uHXHOUTOp Ha CYP3A4 knvHHYHKTE eheKTH Ha MUAA30MAM MOTAT
1a 0BAAT MO-CHAHM, A CBHUIO K [O-ABArOTPAHHH ¥ MOXE Ja CE HAJIOMKH MO-HUCKa 103a. [Topanu Tosa ce
pEIOpbHIBA BHUMATETHO POCIIE ABAHE HA KIIMHUUHKTE €EKTH ¥ SKM3HEHHTE MPU3HALHU 1pH ynorpeda
Ha MUAA301aM, KaTo ¢e HMa NPEABHA, Y€ TE MOXKE Ja Ca 10-H3PA3EHHU H A4 IPOIBIIKAT [0 ~IbJIT0 MpH
CAHOBPEMEHHO NMPpUIIOKeHUe Ha MHxuOHTOp Ha CYP3AA4, JOPH A aKko TOH e fajaeH caMo BeHBX. TpsiOea
f1a ¢€ OTOCNIeKH, e NPHITOKEHUETO HA BHCOKH JO3H T MPOARIDKUTEIHA HHPYIHUA Ha MUAA30/aM [TPH
HALNCHTH, TI01y 4aBallH MOUTHN HHXHOUTOPH Ha CYP3 A4, Halp. pyU UBTEH3UBAN FPUKH, MOXE 1A
AOBLAC X0 NPOABIMHTENHH XUMHOTHYHH e€(EKTH, 3a64BEHO Bb3CTAHOBABAHE U pecrHparopHa
ACMPECHSL, KATO 0pajin TOBA ce HaJara KOpUrrpase Ha gosata. [Ipu €AHOBPEMEHHO MPHUITOXKEHUE C
MHAYKTOD Ha CYP3 A4 winHHYHITE edleKTH HAa MHZ230/1aM MOTAT Ja 6B0aT 0o ~cnadu, a ChI[O U MO~
KPATKOCPOYHH U MOXKC A CE€ HAJIOXKK MO-BHCOKA J034.

110 0THOLICHHE HA HHAY KUHATA TPAOBA KA CE HMa NpeaBrM, Y€ 38 IPOLIECA HA MHYKIIHS ¢a HEOOXOIUMHU
HAKOIKO ZiHY, 33 12 C& ROCTHTHE MAKCUMANHUAT eDEKT H CHINO TaKa HAKOIKO JIHH, 33 12 OT3BY4YH. 3a
Pa3/iKa OT HAKOJIKOAHEBHO NIEUEHHE ¢ MHAYKTOP, KPATKOTPAHOTO TEYEHHE CE QUAKBA /1d JOBEAE JI0
no-cnabo u3lpaseHd B3aUMOLEHCTBYS THI »JIEKAPCTRO~ICKAPCTBO” ¢ Muga3oiaM. [Ipu MowHuTe

MH1YKTOPH, 0aue, He MOXKeE Aa Ce HIKIEOUH KIHHHYHO 3HAYMMA HEAYKUHS IIOpY M ClIel KpaTKOTpaiHo
neyeHue,

He ¢ H3BecTHO MMaa300aM A2 HpOMEeHs hapMaKOKHHETHKATA HA RPYTH AeKapcTRa

JIEKAPCTBEHH TPONTYKTH, KOUTO Huxubupar CYP3A:

A30208U aumMuUMuROMULL.!

« KeTokOHa301 NOBHILARA TNA3MeHUTEe KOHUCHTPAaLHMY H2 HHTPABEHO3HO MTPUIOKEH M HA330MAM
5 I'bTH, KATO TEPMUHANHUST IONYKHBOT Ce yBEIH4YaBa OKONO 3 METH. AKO napeHTepaeH
MHIA301aM Ce MPUNOXKY €IHOBPEMEHHO ¢ KETOKOHA30M, MOIIEH HHxHOWTOp Ha CYP3 A, TOBA
TPAOBA Na Ce U3BBLPLUM B HHTEHIHBHO OTACACHHE HIH NMpH NOACOHU YCAOBUS C OCHIY PEHH
BHIMOMKHOCTH 34 CTPHKTHO KITHHHYHO HA0NI0AeHHE | 34 TTO I X O ILO MEeRHIIHHCKO J1eYeH e npu
PCCRHPpATOpHA Aenpecus W/WanW NpoibidkuTeHa cepauus. Tpabpa na ce umar penBri
BHHMATCITHO LO3HPAHE U KOPHIHPaHE Ha Jj03ara, 0COBEHO NPH HHTPABEHO3HO [IPHITOXKEHHE Ha
[TOBCHE OT eJ1HA 1038 MUAa3oaaM, ChLUHTE IPENOPEKH MOXKE a Ce OTHACAT H A0 APYTH a3010BH
AHTHMWKOTHUUK (B3K. TO-HATATHK), Thil KATO HMA CLOOIIEHHS Ra 3ACHNIEHK, MAKAP H B 110 -MAJKA

- CTCHCH, CEAATHBHH €(PEKTH NPU MHTPABEHO3HO MPHIOKEHIE HA MUIA30IaM.
« Bopukonazon noBuinaBa CKCITO3HLMATA (Ina3MeHara KOHIEHTpAalMA) HA HHTPaBEHO3CH

MUIA30/1aM 3 IbTH, KATO €TUMUHAUMOHHHAT MY MOAYKHBOT CE yBejuuaBsa 0Koao 3 mbLTH.
« DJYKOHA30l M HTPAKOHA30]1 IOBHUIABAT MIa3MEHUTE KOHLIEHTpalUMH Ha HHTpaBeHO3eH

MHAa30)1aM 2-3 MBTH, ¢ EAHOBPEMEHHO YBEIHYEHHAE HA TEPMUHAIHHS 101y XXMBOT CbOTBETHQ .
2,4 WbTH 38 HTPAKOHA30J U |,5 TBTH 32 bryxoHason. ’ fer

s [lo3akoHazon HOBHILABA MIAZMEHHTE KORUCHTpaIMK Ha HHTPAaBCHO3¢H MUIA30 _
[MbTH,

LA



« Tpabsa 1a ce uMa npeaBuL, Ye aKO MULA3ONAM Ce IpUNara nepopaTHo, eKCIMO3UIHATA MY LLE

ObAe APACTHYHO NO-TOJAMA OT CIIOMEHATHTE N0-rope, 0CODEHO NIPH KETOKOHA30M
HTPAaKOHa30M, BOPHKOHAROL.

2

AMIYIATE/GJAKOHHTE MHIA30/1aM HE €2 NOKAZAHH 34 epopaniHo NPUHJICIKEeHHE,

Maxponuouu axmubuomuyu
&

EpurpoMiunn Bonu 10 nosuinasave wa NNIa3MCHUTE KOHUECHTpAIMH HA HHTPABEHO3EH
MHAa30JaM OKano 1,6-2 mbTH U HA TCPMHHAIIHUA NTONYXXHUBOT HA Mugazonam 1,5-1,8 oeTw.

KnapuTpoMUIHH TOBHINABA iNa3MeHUTE KOHLEHTPAUHH Ha MHAA301aM ¢ 10 2,5 MBTH U Ha
TEPMHHANHUS [ONYXKMBOT - 1,5-2 IbTH.

Honbannrenna uudopmauns o1 nepopanuo MIPHAOXEH MHAA30/1aM

* TenuTpOMHUMH OBHILABA NIa3MEHHTE HHBA HA REpopaNsusg MUIA301aM 6 MbTH.
POKCHTPOMHIIMH: BbApPEKH Ye HAMA MHQOpMaUus 338 TIPHIOKEHHE Ha POKCHTPOMHLIMH C
MUJ430/1aM HHTPaBCHO3HO, CNAOUAT eeKT BLPXY TePMHHAIHHS NONYXHUBOT HA MEPAPATHO
HPUITONCH MHAa301aM TabneTKH, BOAEIL 1O NOoBHIIEHHE ¢ 30%, MoKasBa, 4e eBeKTUTe Ha
POKCHTPOMMIIMK BbPXY UHTP2BEHO3HO NPUITOKEH MHAA30MAM MOKE A4 €3 MAJIKIL

HAumpasenosny anecmemuyy

* llponodon, npunoxex uHTpaBeHoO3HO, yBetnuaBsa rioulra nox kpusata (AUC) ¥ nonyxuscta
H& HHTPABEHO3HWS MMua30nam 1,6 MbTH.

Hpomeasnu unxubumopi

* CakBUHABUP H IPYIH [IPOTEA3HY MHXHOMTOPH Ha YOoBELIKH MMyHHOAeHUKTHH BUpYycH (HIV):;
CAHOBPEMECHHOTO NPUH/IQXKEHUE ¢ [IPpOTEA3HH HHxHﬁnTopH MOJKC Oa IIpSOH3BHKA TOMAMO
YBEIMYCHUE HA KOHUEHTpaUWATa HAa Muaasosam. [lpu CIHOBPEMEHHO TIPHAOXKEHHE ¢
JTONIHHABHD, MOACHIIBALL €QEKTa HA PHTOHABHP, MIIA3MEHHTE KOHLIEHTPALKUK HA HHTPABEHO3EH
MUIIA30J1aM CE TOBUINABAT OKONIO 5,4 MBTH, CBHP3AHO ¢ NON0BHO TOBHIIIABaHEe Ha TEPMUHAIIHHS
nonyxusoT. [Ipn exHOBpeMenHO npunoxetme Ha napeHTepaned mugazonam ¢ HI'V nporeasiu

HHXUOUTOPH JIEUCHHETO TPAGBa 14 Ce HaBBpLIa PH Y CITOBUA, NOA00HH Ha ONTHCAHHTE NO-Tope
B pas3/ic/ia 32 430J10BH aHTUMHUKOTHLM, KETOKOHAZOL.

* llporeasuu unxuburopu Ha Bupyca Ha xemaTur C (HCV): Gouenpesup 4 Tenanpesup
HaMajasaT KpbHCa Ha MHZasonamM. To3H eexT BOaK Ko 3,4-xpaTHo ysemuueHHe Ha AUC Ha
MHAA30NaM Cliell HHTPaBEHO3HO NPUIOKEHHE H Y ABJIKABA NMONYXUBOTA 4 MbTH.

Jonbinutenda unQopmauns ot NepopasHO MPUAOKEH MHUIA301aM
B3 ocHoBa Ha aHHu OT Apyri HRXnOuTOopH Ha CYP3 A4 ce ouakea miasMeHuTe KOHUEHTPAUKH Ha
MHIA30JIAM fla ca 3HAYKMO MO-BHCOKHU, KQTATO MyAa3onaM ce npunara nepopando. [lopanu Tosa

HpoTeasHuTe HHXHOUTOPH He TpsGea aa ce mpuiarar €HOBPEMEHHO ¢ TIEPOPAJHO MPUIOKEH
MHAA301aM.

barokepu na xasyuesume xanani (xaiyuesu anmazonucmi)

* JlunrtrHaseM: eAHOKpaTHa 103a AUNTUHA3EM, [IpHnaral Ha naukeHTH, NOANOKeHK Ha Galinac Ha
KOPOHAPHA apTEpUs, MOBMLIABA M123MEHATA KOHUEHTPALIMS HA HHTPABEHO3EH MMIA30MaM C
0K0J10 25%0,3 TEPMUHATHNAT IO Y)XKHBOT Ce yarnxasa ¢ 43%. Tosa e no-Manko oT 4-KpaTHoTO
YBCNYCHHE, KOCTO Ce& HAOMIoMaBa Clle]l MEpPOpaiHO NPUIOKEHAE HA MUJA30JIaM.

JlonbriHuTeHa uHbopManug or IepopaneH MUIA30JaM |

Bepanamun nouiasa nnasMenara KOHIEHTPAIKA HA NEPOPANEH MILA30/aM 3 ML TH. Tepmuyarivmsr.. )
MOAYXHBOT HA MUAA30JIaM ¢€ yIbiixkana ¢ 4| %. 3

Hpyau aexapemea/pacmumeiny NPOOVKI U




* ATOpBacTaTHH NOKa3sa |,4-KpAaTHO MOBHINABAHE HA [LIA3MEHUTE KOHUEHTPALUN Ha
MHTPAaBEHO3CH MKAA30/1aM B CPABHEHHE C KOHTPOJIHATA IPyna.
* HHTpaBeHO3IHHAT BenTanun e cnab HHXHOHTOp Ha enUMHRUpaHeTo Ha Muaszonam: AUC

MOTY)KMBOTHT HA WHTPABEHO3HUS MUJA30/1aM ceé yBennuamar 1,5 nbTH Opu Hanu4ue Ha
dheHTaHn.

HonenHuTenHa MHGOPMALNS OT EPOpaier MHIA30TaM
¢ Hedaz0)i04 NOBUIIABA NNAIMEHUTE KOHIUCHTpallMH Ha [epopaNeH MuaazoaMm 4,6 1bTH |
YABIXKABA TCPMUHANHUA MY TTOJIYXKHUBOT 1,6 MhTH.
e AnpendradT 80 mg AHEBHO NpPeAM3BUKBA [103a-3aBMCHMO MOBULIABAHE HA [IJIA3MEHHTE

KOHLEHTPALKMK HA NEPOPATHO NPUNOKEH MHAA30M1aM 3,3 TBTH ¥ YABAKABA TEPM U HaHHs
NOJIYXHBOT OKOJO 2 IbTH.

JlekapCTBeHH NPOAYKTH, KOUTO HHavuupaT CYP3A

¢ Crnea npunoxende Ha pupaMIunun 600 Mg BEAHBXK JHEBHO 3a 7 JHHU [Ja3MEHHTE
KOHLCHTPALMK Ha WHTPABEHO3EH MKHAasonamM HamanspaT ¢ okono 60%. TepMunaJHUAIT
NaNyXUBOT HaMalsiBa ¢ okoao 50-60%,

* Tuxarpenop e cna6 uaayxrop Ha CYP3A 1 uMa camo criabu e(PEKTH BbPXY €KCIO3HUHUTE Ha
MHTPABCHO3HO MpUNoxeHuTe MUaasonam (-12%) u 4-xugrpoxcumMuaasonam (-23%).

HormbiHuTe I Ha MHQOPMAUUS OT Nepopasel MHIa301aM

* Pudamnunns BoAK 10 HaMaNeHKE HA IA3MEHITE KOHLEHTPALHA HA NEPOPATEH MUIA30aM C
96% npu 3apasu NuLa, KATO ICHXOMOTOPHHTE MY €PeKTH ca M34EIHANM TNIOYTH HABJIHO,

* Kapbamasenun/dpeHnToUH: MHOTOKPATHO NPHIOKEHHE HA Kap6ama3enuH K1k GeHUTOWH BOIH
RO HaMaleHHe Ha MJ1a3MCHHTE KOHUEHTPALMK HA Tepopaned MUAasonaM ¢ 10 90% 1 ckbCsBa
TCPMUHANHHS OAYXUBOT ¢ 60%.

» Muoro cuinara uraykuus Ha CYP3 A4, HabmrozaBana cnefl MUTOTAH WM €H3ayTaM 1, BOAU
AQ SHAYUTEIHO ¥ ABATOTPAHHO HAMASBAHE HA HUBATA HA MHAA30/1aM HpH MAlHEHTH C paK.
AUC HanepopasHo npuIoxkeH MUIA30/1aM € HAMAJIEH CHOTBETHO 10 5% 1 1 4% ot HO PM aJIHHTE
CTOHHOCTH.

* Knobasam u edasupeny ca cnadu HHIYKTOPH Ha MeTaloniusMa Ha MYAa30aM U HaMalisiBar
AUC Ha usxomnoro cheauHenve ¢ npubausurento 30%. ChLOTBETHO HMa 4 ~5-KParHo
YBCIMYCHHE Ha  cboTHOUWeEHHeTo Ha CYP3A  renepupanus mertaBonur  (L'-
XHIPOKCHUMHZA305aM) HIXOAHOTO BEWIECTBO, HO KIHHHYHOTO 3HAUECHHE HA TO3H (akT e
HEU3BECTHO.

* Bepmypapenut monynupa CYP usoensumute u HHRYUHpa aeko CYP3A4: mpunaradero Ha

MHOTOXPATHU JIO3H BOJY RO CPEAHO HAMANABAHE HA EKCTIO3ULIMATA Ha MEPOPATHHI M HAa30/1aM
¢ 32% (npu ro 80% or xopara).

Pacmumennu rexapcmeenu npodykmu i Xpana

e Kparusar KAaHTapHOH HaMansBa Nia3MEHHTE KORUEHTPAUHK Ha MHAA30/1aM ¢ okono 20-40%,

KOCTO CC CBBP3BA € HAMAJISIBAHE HA TEPMHAHATHUA MO Y MUBOT € OKONO 1 5-17%. B 3a8ucHMOCT
OT KOHKpPETHHS CKCTPaKT Ha XbJITHA KaHTapuoH CYP3 A4 -iuay iHpamyar edext Moxe Aa
BapHpa.

Hombaunrenta vabopMauus ot nepopanel MUAA30NAM
KeepueTHHBT (ChabpKAH[ CE M B THHKO Onnoda) M KeHIW eHsT UMAaT clIad eH3UMEH S(EKT U HaM a1 ABaT
CRCNO3MUNATA HA MHJIa30/1aM CIIEA NEPOPANHO MPHNOKEHUE ¢ npudnusurenno 20-30%.
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DapMakoAUHAMUYHH BIAUMOACHCTEUA , IEKADCTRO ~ NEKADCTROY

LIHOBpEMENHOTO NPUIIOKERHE HAa MUAAB0IAM C J] PYry c€ JaTHBHH/CHLHOTBOPHH CpeACTBA W AEPECAHTH
Ha LIHC, srirounTenno ankoxon, Moxe 1a 1oBee 10 3acuieHa ceflaums ¥ CbpAEUHA H PECIHpaToOpHa
Jernpecus.

[pumepuTe BKITIOYBAT HAPKOTHYHH NPOUIBOIHU (HE3ABUCHMO AIH CE H3NON3BAT KATO aHaIreTHIY,
*PEACTBANPOTHB KALUJIMLIA MM KATO 3aMECTBALLO JI€UeHHE ), AHTHIICHXOTHLM, APy TH GeH3 03y,
MSIIOJI3IBAHYN KATO AHKCHONMTHUM UM CHHOTBOPHHU, 6apGurtypary, nponohosn, KeTaMIH, ETOMMUIAT,
“CAATHBHH aHTHACTIPECAHTH, H1-aHTHXMCTAMUHY OT 110-CTAPH OKOSEHHS U AHTHXHIIEPTEHIUBHY
JEKapCTBa C UEHTPANHO NelcTRYe.

ANKOXOJTBT MOXe 3HAYHTEITHO A 3aCU/U CeAaTHBHUA edeKT Ha MUma3onaM. CHITHO ce MnpenopbLYsa
[PHEMBT Ha alIKOXOJ 1a ce u304rsa NpH NPHIOKEHUE Ha MHIa30naM (8. Touka 4.4).

Munasonam MoHMXaBA MHHHMATHATA aneeoyiapHa xoHUeHTpaups (MAK) #a uHXxanatophmre
AHECTETHLIH.

Onuounu:

EAHOBpeMeHHaTa Y MOTPEOa Ha Y CIIOKO HTENTHH JI€KapCTBa KaTO OEH3OANA3EIMHH HITH CPOJHH IEKAPCTRA
"aTo MRIA30NaM ¢ OITHOWAHM yBe/M4aBa PHCKA OT CEfalHs, PECIIMPATOPHA NENPECHS, KOMa i CMBPT
Opafn ajuTuBHMA epekT na genpecaHtn Ha L{HC. Jlosupoekata u MTPOABIKHTENHOCTTA Ha

CAHOBpEMeHHaTa ynoTpeda tpabea ja 6baaT orpaHnyueHH (BX. TOUKA 4.4).
4.6 Depruaurer, 6peMenuoCT 1 KhpMeHe

bpemeHHOCT

Hsama nocTaTh4HO aHHH 3a OueHKa Ha 6€30MaCHOCTTa Ha MHRA30/1aM 110 BpeMe Ha OpeMEeHHOCT.
FIpoyusaHusTa BbpXY MBOTHM He MOKA3BAT TEpaToreHeH egeKT, HO KAaKTO HpH ApYIWTe
bensonnasenunu e Habntogasana hbeTOTOKCHYHOCT.

Hsama faHHu 38 eKCno3uuys Ha GpeMeHHH XKeHy Tpe3 MpPBUTE ABE TPpUMeceuns Ha GpeMeHHocTTa.

[Ipennonara ce, ue U3NON3BAHETO HA GEHIOTUAZETUHN [1pe3 NbPBOTO TPHMECEUHE Ha G peMeHHOCTTA ce
CBbP3BA C yBEHUYEH PUCK OT BPOJEHH aHOMANHH,

Hnma ceobuleHus, ue npunarauero na BUCOKH HO3M MUAA301aM NpPe3 NOCHCAHOTO TPUMECEYHE OT
OpeMeHHOCTTa, 110 BPEME Ha paxnaHe, UM KOraTo ce [puiara 3a ysoJ B aHeCTE3US NPH 11832 POB0
CCHCHHE, TIPEIUIBHKBA HEXENAHY peaklinyi Iph MalKaTa ¥ nioAa (pPHCK OT UHXAaIHpaHe NpY MaiikaTa,
HEPHTMUMHA ChpliedHA ACHHOCT Ha N0, XHIOTOHHA, NOMIQ Cy YeHE, XUNOTEPMUS 1 pecluparopHa
HENPECHs IPH HOBOPOLEHOTO),

OCBEH TOBA HOBOPOJEHU OT Maliki, KOHTO NPpe3 NOCHAeNHH €Tan OT HPEeMEeHHOCTTA Ca NPHEMANH
XPOHRYHO OEHI0HABCIHHM, MOXKe Aa Ca pasBUIKH DU3HYECKa 3ABUCHMOCT M [1a €A H3JIOXKEHH Ha
M3BECTCH PUCK OT Pa3BATHE HA CUMNTOMY HA OTHEMAHE B TIOCTHATANHHS [IEPHOL.

CnenoBatenHo, MAAA30MaM He TpAGRBa Na ce npunara no BpemMe Ha 6PeMEHHOCT, OCBEH KO TOBY ¢
KATCropnuno neodbxoanmo. Ipenoptuntento e na ce u3dsarea ynotpedara My fpH H3IBLPLIBAHE HA
I€3aPOBO CeYeHHue. e
R
[IpH npunokeHye Ha MUA30NaM Mmopany XUpypruvHa onepaums 61130 40 TEpMHHA Tpﬂ63%géf;gi}ma.,_m_.wt@, e

KtpMeue




MunasonaM NpOHUKBA B MAJIKK KOJIHYECTBA B KbpMaTa. Malixute, XOWTO KbpMAT, TPA6BA Aa ObaT
CHECTBAHM [1d IPEKBCHAT KbPMEHETO 3a 24 Yaca cliel NPUNOKEHHETO HA MUAA30IaM.

4.7 Ederti Bhpxy cnocobGHocTTa 3a mopnpane 1 paoTa ¢ MAIIHHH

CenupaHe, aMHe3Us, HAPYUIEHO BHUMAHUE U HAPYLI€Ha MYCKY/THA QyHKUMS MOTAT A2 HOBIIHSAT
HEONATONPHATHO CrIOCOBHOCTTA 3a WodnpaHe U padoTa ¢ MawnHK. [Tpean xa nonyun Mugasonam
NALHERTDLT TPsOBA fna Gbie NpesynpeneH 1a He wobupa 1 13 He padoTH ¢ MaLLUKHK, TOKATO He ce

BB3CTAHOBHU HAMBIHO. JlekapsT Tpabba ga NpPeUeHd KOra MOXe 1a Ce Bb30BHOBAT Tesy AeHHocTH,

HpenoquBa C¢ NMaUHEeHTHT Aa OLae IIPUADYIKABEH, KOraTo C€ BPbLLUA BKBLIH Clie H3MTHCBAHETO OT
GonHuMuaTa.

BeposATHOCTTA OT HapyLIeHO BHUMAHWE C& MOBMILIABA, AKO NAUMEHTBT He € Clall JOCTATHHHO WK €
KOHCYMUDAN atkoXoJ1 (Bx. TOUka 4.5). - |

4.8 Hexesanu fekapcTBeHH peakium
CreRHNTe HeXeNnaHu JIEKAPCTBEHH PEaKI[Uy ¢a ChOBIIABAHY Cllex HHXEKTHpaHe Ha MUJA30J1aM:

HecrotaTa Ha HexenanuTe peakuun ce knacuguIMpa B CACHATE KATETOPHH:

Muoro uecru >1/10

YecTH >1/100 no <t/i0

Heuecty >1/1 000 ao <1/100

Pexu >1/10 000 mo <1/1 000

MHoro peaku <1/10 000

C HeuzBeCTHA OT HANUYHKHTE NaHKH He MOXe 1a 6Be HanpaBeHa OlleHKA
4ecTOTa

Hapyuenus na umyrnnama cucmema

C HewnsBeCTHa CBPBXHYBCTBUTENHOCT, AHIMHOEAEeM, aHa(HIAKTHYEH OK
YECTOTA

Heuxuuny napyuenus

C HeusBecTHa CbeTosHME HA 0GBPKAHOCT, 1E30PHEHTALHNS, eMOUOHATHI HapyLUEHUs W
4ECTOTA HapyUICHUS HA HACTPOEHHUETO, MPOMEHRH B TUOUIOTO

Pusnyecka nekapcTBERa 3aBUCHMOCT U CHHAPOM Ha OTHEMaHe
3noynorpeda

[lapanokcamin  peakudn *  BKJIHOYHUTEJIHO: HECMOKOHCTBO, BB30YyAa,
Pa3APA3HUTEIIHOCT,  HEPBHOCT,  BpaXAeOHOCT, THAB,  ArpeCHBHOCT,
O€3M0KONCTBO, KOWIMApH, HeoGWvaliHu CBHHIA, XaNKLHHAUHH, [CHXO3M,
HEMOOXOAAUIO MOBEACHHUE W APYTH HEOIArONPUATHA NOBEAEHYECKH edEKTH,
NMapOKCHU3IMANIHO BLIHEHUE

Hapywenus na nepsuama cucmema |

(. HEM3BECTHA HeBontu nBuskeHus (BKAKOUUTENHO TOHHYHK / KNOHUYHE ABWKCHAS M
4eCToTA MYCKYJICH TpeMop) *, XunepakTHpHOCT *

Cepauus (Npoab/HKUTENHA W ClieJlolepaTUBHA), HaMalleHo BHUMAaHUue,

ChHIIHBOCT, TN1aBOGONME, 3aMaSHOCT, ATAKCHS, aHTEPOTPANHA aMHe3uA *¥, |

CbobLraBa ce 3a KOHBYJICHH NIPH HEJOHOCEHH Ge6eTa U HOBO
KouBy/icun npu oTHeMaHe Ha 1EKapCTBOTO




Covpdeuny napymenus

C HeusBecTHa CbpaeueH apect, Opagukapaus, CunapoM Ha KyHuc* ***
4eCTOTa

Cvoosu Hapywenus ,

C HeusBecTHa XHIIOTOHMS, BA30JHIATALUS, TpomOoQedur, rpaMbosa
YeCToTA

Pecnupamopuu napyuwenus

C HeussecTHa Pecnnpatopuaenpecus, ankes, pecny paTOpeH apecT, AMCIIHES, J1a PHHIOCIIA3bM,
YECTOTa XBJlaHe

Cromawno-upesnu napyuenus _ |

C HeusseCTHa ['afieHe, NOBPEILAHE, 3aMIEK, CYXOTa B ycTarta

HeCcToTa |

Hapywenusa na xoxcama u nodroscnama moxan
C HEU3BECTHA QOpuB, ypTHKapus, NpypHTYC
YeCTOTa

Obwu napywenus u echexmu na MACIMOMO  HA NDUNOINCEHUE

 HEH3BEeCTHA YMopa, epuTeMa Ha MACTOTO Ha HHXEKTHpaHe, 60Jika Ha MACTOTO Ha
4yecToTa HHXEKTHpaHe

Hapaussanus, ompasanua u yeroxcnenus, BBSNUKHANU 8 PETYRMAM HA UHMEPEeHyUY

C HeussecTHa | [Mapanus, hpaxrypu®**

qecToTa

Coyuarnu npednocmaaru
C HeusBecTHa Ousnyecko HacHIUe*
YeCToTa

* Tesn mapafokcanyu peakuny ca GUIH ChOOLIaBaHK 0COOEHO NMPH Jela U MAUHEHTH B CTapuecka

BL3PACT (BX. TOUYKa 4.4).

** AHTEpPOrpaHa aMHEIMs MOYKE BCE OLLE Jid Ce Habnionasa B kpas Ha NPOUENYPATa, 4 B OTETHHU
Cllydan ce chOOLIABa 34 NPOLABIIKHTENHA aMHE3Hs (Bk. TOYyka 4.4).

*** Mma cpo0lenns 3a naganus u bpakty pu npu no3BaTeNM Ha GEH30AHAICHHH, PUCKDT OT Naanis
W GpakTypH ce yBeluuana pH TE3H, KOHTO €AHOBPEMEHHO IPHEMAT YCHOKOUTENHH ( BKIHOYHTENHO
ANKOXOIHH HATIMTKH ), KAKTO ¥ NIPH X0pa B CTapyecka Bh3pacr.

*¥**0c0o6eHO0 cren napenTepanto NpHITOKEHUE

3aBUCUMOCT:

Ynorpedara Ha MUa30aM, TOPH B TCPAnCBTHYHY 103K, MOXe fa LOBEAE 0 pa3BHTHE Ha QH3HYECKa
3ABUCHMOCT. CITER NTPOABWIKUTENHO MHTPABEHOIHO [TPHITOXEHHE ITPEKBCBAHETO HA IPHITOKEHHETO Ha
JICKAPCTECHNA TIPOIY KT, 0COBEHO PA3KOTO [IPEKLCBAHE, MOKE A2 NOBENE 10 CHMIITOMHU Ha OTHEMaHe,
BRHOUUTETHO I'bpuoBe (BX. Touka 4.4). Joknaasanu ca 3noynoTpedu,

Hadmonasar ce TexKM ChpAeIHOCHI0BY HEKE AR peakiuu. [10-BEPOSTHO € KUBOTO3aCT pAILIABALILH
CHCTOANMA & HACTBIAT NPH BbIPACTHH Hag 60-roNuuIHa Bb3pacT U MpH TE€3HW C MpepllecThalLa
AMXATEIHE HEAOCTATHYHOCT MITH HApyILEHA ChpAeyHa QYHKUMA, 0cOGEHO KOTaTo HHXEKUHATA CE NPaBH
MHOIO OBP30 WY KOraTo Ce NpMiara BUCOKa 103a (BX. TOUKa 4.4).

Cbofuasane Ha Moa03UpaHy HEXENaHH PeakuH

Cb0GiUaBAHETO HA NOAOIUPAHH HeweN AHH PEAKUHHK ClEN pasperliasatie 32 yrnotpeda Ha JEKaPCTREHHA - -
MPOAYKT € BAXKHO. T0BA 103BONSBA 1A IPOABIIKHE HABIIONCHHETO HA ChOTHOLIEHUETO nonzaly cma T A

AR L {.‘_1:__.
e "I:‘

ICKAPCTBCHUSA NPOAYKT. OT MEAMIIMHCKITE CNELHATHCTH C& HAUCKBA A4 Chob [LIABAT BCAKA [ 03:—’;‘-9;%&‘&" T

bt o
T

4

F e e N A Y
HCXKEIana peakuus ypes; '__;g}f LU NN
ManbiHKTenHa areHums no nexapcrsara - ;! TR A A ¥
Y. ,,HaMHH rpyEB" Ne 8 U : : :._ ) f,, ;;! ,_': j'!
1303 Codus . . - //
11_‘1_3 A fs



ren.: +35928903417
yeGcanT: www.bda.bg

4.9 llpenosupane

CuMnTOMM

Kakro npyrute GeH30AMazenuHW, MULa30/aM OBHKHOBEHO Npenu3BHKRa CHHIIMBOCT, ATaKCHS,
AM3apTPHA ¥ HucTarbM. llpenosupanero Ha MHgazonaM psaxo e KUBOTO3ACTPALLIABAILIO, AKO
ICKAPLTBOTO € MPHETO CaMOCTOATE/IHO, HO MOXe Ja aoBeje A0 apeduiekcHs, anHes, XUITOTOHHUS,
ChPACHHO-PECTIMPATOPHA ACIPECUA M B PEAIKH cryyau ao koMa. [Ipu mosgea na koma, T8 0BMKHOBEHO
NPOLBIDKABA HAKOIIKO 4aC&, HO MOXe Ja Obe npoTpaxupasa i UHKIUYHa, 0cO0SHO IPY HALieHTH B
CTap4CCKu Bh3pacT. EQekTuTe Ha pecnupaTopHa fenpecks Ha GeH0 AMa3ETHEHTE ¢a M0 -CepHO3HH [pH
NALMEHTH ¢ PECIUPATOPHO 3aboNsBaHe.

bensonnazenunure 3acuisar edexTure Ha APYTHTE AEeNpPeCaHTH Ha UEeHTpaJIHATa HEPBHA CHCTEMA,
BISTFOUUTEINHO AJTKOX O,

Jleyenuye

IlpocaensBar ce HU3HEHHTE NPU3HALM HE NALHEHTHTE H ce NPERNPHEMAT ROLIBPKALIM MEPKH CTIOpeNt
KITHHERYHOTO CHCTOAHKME Ha nauuenTta. [lo-crnennanHo, nauneHTHTe MoXe Zla MMaT HyXAa OT
CHMITOMATHYHO JICHCHUE HA CbPAEYHO-PECTTUPATOPHUTE €EKTH MK eeKTHTE Ha LEHTpasHaTa
HEPBHA CUCTEMA.

lIpu nepopanen npuem TpsGra Ja ce NpeLoTBPATH [10-HATAThIIHATA abcopbuns 1o MOAXON I Ha4YHH,
KdTO HalpuMep nevenue Ao -2 yaca ¢ AKTHBEH BbIIEH, AKO aKTHBHUAT BhIVIEH CE& M3MOJI3BA pH
CLHIANBU TIALHCHTH, 3aUIUTATa HA JUXATENHHTE IBTHLIA € 3aABJOKHTENHA. B chyuall Ha cMmeceHo
NOMTBLAHE MOXE [a ¢€ IPEABUIH CTOMALLHA NPOMUBKE, HO HE KaTO PYTHHHA MADKA.

llpn rexka penpecus wa IIHC Tpsabpa na ce uma npeABHA ynoTpebata Ha dayMaseHi,
O€H301Ma3ENIMHOB aHTATOHUCT.

Tosa Tpadaa aa ce H3BLPUIH Camo [IPH CTPOro HABJIOAEHHE HA CHCTOSHUETO HA naureHTa, Toill nva
KpaThK [OJTY KUBOT (OKOJIO €JJUH Yac), NOPAIH TOBA NALIUEHTUTE, HA KOUTO € IPHITOKEH (DI1yM a3eHIN,
C& HYKNAAT OT HabmiofieHHe cries] 0T3ByYaBaHe Ha edexTa My. DnymaseHus TPsORA 1a ce W3NoN3BA
HMIKIIOUUTEHO BHUMATEIHO NPY HAaNU4HE HA NEKapCcTBa, KOWTO HAMANABAT CHPYOBUA Npar (KaTo
RANpUMED TPHUMKIHYHH aHTHAETIpeCaHTH). 32 JONBIHUTEIHA HHPOPMALIUA OTHOCHO MPaBHIHATA
ynoTpeda Ha TOBA NexapcTBO, HANPABETE CNPABKA C HH{OpMAUKATA 38 PEAMHCBAHE HA PyMa3eHHU .

5. @APMAKOJIOI'HYHHU CBOHUCTBA
5.1 PapMakoAMHAMHYHYN CBOHCTBA

DapMmakoTepaneBTHUHA T[Pyna: XUNHOTHUA W cenaTHBHU cpeAcTBa (TIPOM3BOLHH  Ha
O€H30/iHA3ENHHUTE),

ATC kon: NOSCDOS

MexaHu3bM Ha AelicTeHe
[lenTpanuoTto geicTere Ha BeH30IHA3ENHHUTE Ce MEIHHpa Ype3 ycunsaHe Ha GABA-epruynara
HEBPOTPAHCMUCHS B HHXHOUTOPHUTE CHHANCH. B pHcseTBRETO Ha GensoanasenyHl a HHHTETET Ha
GABA petentopa kbM HEBpOTpaHCMUTEPA Ce 3aCHNBA Upes NoJOXKHTENHA aNQCTEPUYHA MO
KOCTO BOAM 10 3aCMICHO AelicTBHe Ha ocBoboneHara GABA
TpaHCMEMOpaHeH NOTOK Ha XJIOPHH HOHM.




XNMU4ECKH MUAA30/1aM € epUBAT Ha UMUAA306eH30MHAzeMHOBATA rpyna. Benpexu ye csodonHara
OCHOBa € IMMOPUITHO BEIECTBO CbC c1aBa pa3TBOPHUMOCT BbB BOAA, OCHOBHMSAT a30T B MO3KULMA 2 Ha
UMK NA300€H301HA3ENMHOBHA [IPHCTEH JaBa Bb3MOXHOCT HA aKTUBHOTO BELIECTBO HA MU J1a30J1aM [a
00pasyBa BOJOPA3TBOPUME COIH ¢ KHCEJNIHHHY, KaTo oOpasyeaT crabMieH M AoOpe MOHOCUM
MHMEKUMOREH pas3TBop. ToBa 3ae AHO ¢ Gbp3aTa METAbONHTHA TPAHC dopManyge npuyKHaTasa 6sp30To

HAYalro M KpaTkara [IPGALIDKUTENHOCT HA IeHCTBUETO. Hopa,uu HHCKATa CH TOKCHUHOCT, MY Aa30J1aM
HMa IHUPOK TCpaeBTHYEH DIHAA30H.

DapMakoIHHAMHUYHH edbeKkTH
MunasonamM uma CBHOTBOPHH H CelaTHBHU €EKTH, XapaKTEPHIUPAIIIH Ce C OBP30 HAYaNO K KpaTka
MPOABJOKHTENIHOCT. TOH CbUIO Taka HMa AHKCHOIUTHYHO, AHTHKOHBYJICHBHO M MYCKYIJHO-

penakcHpaio aelicrere. Miaasonam napyliiaBa NCHXOMOTOPHATA (Y HKUMA C1E[ e THOKPATHA 1 / Uiy
MHOrOKpaTHa 103a, HO [IPUYMHABA MUHUMANIHH XEMOJHHAMMHYHH [IPOMEHH.

Cnexn HHTPAMYCKYJTHO WM HMHTPAaBEHO3HO NPHJIOKEHUE HAaCTLIIBA KpaTKOTpaiHa aHTeporpamta
aMHe3usd (NalUeHThT HE MOMHU CBHOUTHA, HACTLIIHIIH 110 BpeMe HAa MaKCHMMAJIHATA AKTHBHOCT Ha
BEIIECTBOTO ).

5.2 QapMaKkOKUHETHYHH CBONCTBA

Adcopbims
AbBcopbyust cned uMmpamMyckynHa unxcexyus
ADCOPOLUITA HA MHA30/1aM OT MYCKYJIHATA ThKaH € 6Bp3a ¥ NbaHa. MakcHManHi mnasmeHu

KOHUEHTPALMY ce ROCTHraT 3a 30 MHUHYTH. AGCOMOTHATAE GHOHAMMYKOCT CHE) MHTPAM Y CKYSHO
MpuaoKeHue ¢ Haa 90%.

Abcopbyus caed pexmanio npuroicenue
Cnen peKTanto npunoxetue Muaasonam ce abcopbupa 6bp30. MakCHMATHY NNa3MeHH KOHLEHTpaLyH
¢¢ poctyrat 3a 30 MunyTH, AbcomoTHara GHOHaNHYHOCT € okono 50%.

PaznpeneneHue

Korato MuAa30naM ce HHKEKTHPA HHTPaBCHOSHO, KpMBaTa IA3MEHA KOHUESHTpaLMs-BpeMe 1M0KaBa
€J1Ha UNTN ABE SICHHU (asu Ha pasnpeacneHue. OBeMbT Ha pastpeaesieHUE B CTALHOHAPHO ChCTOAHHE €
0,7-1,2 Vkg. 96% - 98% or Muaaszonam ce CBbP3Ba ¢ MAA3MEHUTE npotedHH. OCHOBHATA 4acT OT
CBLP3BAHCTO C NIa3MEHHTE NPOTEHHY Ce naja Ha anbymHuHa. Muaazonam npeMHHaBa GaBHO H B
HOSHARUTCAHM KOAMYLECTRA B uepebpociHaniara TeqyHoceT. Jlokasano e, ye Mpy Xopa MU gasoiam
pemynaBa 0aBHO Npes MNaleHTATa W HAB/IM3A BLE deTanHoTo KpbBOOOpalLieHHe. Mallky KONnUYecTsa
MRIJ1230/1aM €4 y CTAaHOBEHH B KbpMaTa. Muaasonam He e cy6CcTpar 3a TpaHCoOpTHPALLY JTeKapeTBaa,

buorpanchopManus

Munazonam ce enMMUHUPA NOUTH HATBITHO Ype3 buoTpaHcPopmalus. YCTaHOBEHO €, Ye YacTTa OT
AO03aTa, CKCTpaX Mpana oT 9epHusa apod, e 30% - 60%. Muaazonam ce XuapOKCHIMPA OT H3OEH3UMKTE
CYP3A4 u CYP3AS na untoxpom P450 M OCHOBHHMAT METABONHT B ypuHata 4 rjasmara € |-
AHAPOKCHMHIA301aM (W3BECTEH CHLUO KaTo anda-xuapokcumMuaaszonam). [InazMenuTe kOHLeHTPALMK
Ra |'-XuApOKCHMHAa300aM ca 12% OT Tesu Ha M3XOAHOTO ChedHHEHHE, ' -XUAPOKCUMKIA30/1aM €
(papMaKOIOriIHO aKTHBEH, HO NOMPHHACA CAMO MHHHMAITHO (0Kouio |0%) 3a e(PEKTUTE Ha MUIA30J1aM,
MPUNIOXEH UHTPABEHORHO.

EnuMuHupaHe e,
[Tpu 3apaBu 106poROIILM eNMMUHAIOHHUAT IONYKHBOT HA MUAA30MAM € MEXAy I,
ENAMUHALHOHHUAT MOy KHBOT HA | *-XUIpOKCHMKAA30/1aM € no-kparsvk oT | vac, Cn
MPHIIQIKEHAC Ha MWAa30/1daM KOHUEHTPAUWATA HA U3XOAHOTO CheAHHEHHE U OCHO
HaManaBar napanenno. IlnasMennst kupeHc e B rpanuuute Ha 300-500 ml/min.
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MHAA30JAM €& GKCKPETHPAT NPeauMHO 1o Gebpeden nbT (60% - 80% ot MHXKEKTHpAaHAaTa J034) H ce
OTKPWBA MO/ HOpMATA Ha FilKOKY POKOHIOTHpaH | -XHApokcumupasonam. [Toa 1% ot nosara ce oTkpuea
B YpHHaTa KaTOHENPOMEHEHO nekapcTBo. Korato Mungionamce NpURaravipes HHTPaBEHO3HA UHDY 3,
RHHCTHKATA My HA €IMMHUHMPAHE HE Ce OTIIMYABA OT TA3H Cliel BONyCHA MEKEKIUS. MHOroKparHoTo
TPUIOKCHHE HA MHI430J1aM He WHAYLHpa ICKAPCTBO-META00MIHUPAIH €H3UMHU, YYACTBAM B
OnotpaHchopmanmara.

PapMakOKUHETHKA NPH CNEUHANHY ONY ALK

{layuenmu ¢ cmapuecka 8v3pacn

[Tpu Bb3pacTHU Hag 60-rormHa Bb3PACT CTUMHHALUOHHUAT NOMY XXHBOT MOXE 18 6'bJIE Y ABIUKEH [0
UETHPH ITHTH.

Heya

Crenenra Ha pekranHa abcopbuus mpu jgenara c nonodbHa Ha Tazu NpH Bh3pacTHUTE, HO
OWOHANMYHOCTTA € MO-HUCKa (5% - 18%). ENUMHHALMOHHHAT MONYXUBOT clIen MHTPABEHO3HO H
PEKTATHO NPHITOKEHKE € NO-KpaThK IIPH AeLa Ha Bb3pacT 3-10 roauns (1-1,5 yaca) B cpaBHenue ¢
BB3PACTHHTE, Pasiukata € B ChOTRETCTBHE ¢ MTOBULICHUS MeTA6ONUTEN KITHPBHC [TPH Jelara.

Hoaopooent

[Ipy HoROpOACHY CIUMHHALIMOHHHAT [TONY KUBOT € CpefHO 6-12 4acCa, KORTO BEPOSTRO Ce JIbIXH Ha
HE3IPAIOCTTA HA HEPHHS Ap0Q, @ KIUPLHCHT € HaMaJeH. HopoponetnTe ¢he cBbp3atO ¢ acPuKcus
HePHOAPOOHO U OBOpeuHo YBPCHKAZHE Ca HITOXKEHH HA PUCK 1A TEHEpHpaT HeOYaKBaHO BHCOKA
CEPYMHA KOHUEHTpALMS HA MHUJ1a301aM HOPaxH 3HAYHTETHO HaMaNiEH H MPOMEHITHB KIIUPBHC {BXK
To4Yka 4.4).

Hayuenmu cve samavemsasane

CpenHOTO BpeMme Ha MOJTYXMBOT € MO-TONAMO NPH NAUMEHTH ChC 3aTUILCTSIBAHE B CpaBHEHHE
HALUEHTH, PH KOUTO HEe ce HaBIIoNABA 34TIBCTABAHE (3,9 cnipsamo 2,3 yaca). Toea ce IBJIXKH Ha
yBEHUaBaAHe ¢ npuonuzdTenno 50% Ha o6eMa Ha pasnpenencHue, KOPUrupaH 3a 00LIOTO TENECHD

TCrI0. KITMPBHCBT HE CE pasiiuara 3HAYHTENHO PY NaLMEHTH CBC 38TALCTABAHE W IPU NALMERTH Bes
3aTAbCTARANE,

Hayuenmu ¢ weprodpobuo yepexcoane
EJtMMAHAUMOHHUAT NOYKHBOT PH LNPOTHYHK TAUMEHTH MOXe a ObJIe Y TBIDKEH, a KIIHPBHCBT M0-
MAI'BK B CPABHEHUE C Te3K Nokasatest [Py 3paBH RoGpoBOIUM (BX. TOYKE 4.4.).

Hayuenmu ¢ Gvbpeuno yepexcoane

GapMakoKkHMHETHKATA Ha HCCBbP3aHUA MUIA30/1aM HE Ce TIPOMEHS TIPY MALIHEHTH ¢ TEWKO Ob0peuto
yBpexAane. PaApMaKONOTHYHO flek0 AKTHBHUST OCHOBER METalOAUT Ha Mupaszoyiam, |-
XHAPOKCHMHIA30/1aM IIIOKYPOHUMA, KOHTO ce CKCKpETHpa Upe3 0n0pelnTe, ce HaTPynBa NpU NaLMEHTH
¢ Texko 0bOpedro yBpexxaane. Tora HATPYTIBAHE BOAU J10 NPOABLAKUTENHA cenanms. CleaoBaTelHo
MUIa30/1aM TpAOBA [1a CE NPIstara BHUMATENHO H 13 Ce THTpHpa A0 *eJaHnsa ePekT (Bx. Touka 4.4).

Kpumuuno 60aku nayuenmu
ENUMHHAUHOHHHST NOMYXUBOT HA MUIA30AM C YABIDKEH 10 6 N'bTH IPH KPUTHYHO HOHU MaLMeHTH.

Hayuenmu cve cvpdeuna nedocmamvunocm
EnUMUHAUHOHHHAT HOTYXHBOT € ¥ IbDkeH IPH IAUMEHTH ChC 3aCTOHHA CHPIEYHA HEAOCTATEYHOCT Bo.e,_
CpaBHEHHE CBC 3ApaBH AOOPOBOJIUM (BX. ToUKa 4.4.), S ?“"'"“\
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HsiMa NPEAKTMHAYHY RAHHW OT 3HaYEHHE 34 NpeAnucBalllug AeKap OCBEH TE3H, KOUTO Beue ca
BKJIKOYCHH B ApYFHTE pa3feny Ha KpaTkara XapaKTepHCTHKA HA NPOAYKTA.

0. GAPMAIEBTHYHH JAHHU
0.1 CrnucbKk HA NOMOUIENTE BelecTBA

Bona 3a uuwekuuu
Harpues xaopun
ATOPOBOJOPOAHA KHCENMHUHA

6.2 HecbBMecTHMOCTH

T'o3u nekapcreen NPpOAYKT He TPsOBa fa ce paspemnaa ¢ JAPYTH pa3TBOPH, C UIKIHOUEHHE Ha TE3H,
MOCOUYEHU B TOYKa 6.6,

ChBMECTUMOCTTA TPAGBA f1a ¢& IPOBEPH MPENH [IPHIIOKEHHE, KO CE CMECRA ¢ JPYTH JIeRApCTRa.

Mupa3sonad ce ytassa B pasTBOPH, ChIbPIKALIF OuxapGoHaT. TeopeTHIHO pasTBOPBT 38 HHIKEKTHPAHE
Ha MUfa30iaM BEPOATHO € HeCTaOMJIEH B pa3TBOPH C HeYTPATHO UK aikanno pH, Ako MHgasonam ce
CMECH C andyMuUH, AMOKCHUMIHH HATPHH, aMITUIUANH HATPHH, OyMETAHU], AEKCAMETA30H HATPHEB
pocdar, AAMEHXUAPUHAT, QIIOKCALHIMA HATPHH, PypPO3EMNIT, X pOKOPTH3IOH HATPHUEB CYKIHHAT,
nentobapburan natpuit, nepberasiy, [POXJIOPIEPA3HH €AH3WIIaT, PAaHUTHIUH UJTK THONICHT AT HATPUH
Wil TPUMETONPHM -CY ThamMeTOKCa30/1, BegHara ¢e ofpasysa G6ana yTadka.

C HatpneB HaduHITHH BeHara ce o6pasy Ba MOMBTHSBaHE, MOCIe[Bano oT Osna ytaika. C yedTasuaum
ce 00pa3yBa NOMBTHIABAHE.

C MeTOTpeKcaT HaTpuil ce 06pasyBa KbLIITa yTaHka, C KIOHHAMH XHAPOXIOPHL ce o0pasyBa opaH eso
ouserasane. C omenpason natphii ce oGpasysa kathsBo OUBETSBaHE, TOCHENBAHO OT kagssa yTaika. C
HATPUEB (POCKAPHET Ce MoJyyaBa ras.

Qceed TOBa MHIazonam He TpaGBa da ce cMecBa ¢ alUHKJIOBUp, anByMHH, anTernnasa, AHHATPHER
alcTasonaM, quasenam, CHOKCUMOH, dekauHuA auetar, Quyopoypalluil, UMHITEHEM, Me3IOLITHH
HaTpuh, perobapburan HaTpui, eHHTOUN HATPHH, KallHeB KAaHPEHOAT, CyTOaKTaM HaTPHi, TeodHIHH,
TPOMETaMOJl, Y POKHHARA.

6.3 Cpox na roanocer

CpoK HA3 FOAHOCT npeay IEPBOTO OTBADSHE
3 TONWHA,

CpOK Ha I'OJIHOCT clel ThPROTO OTBApsiHe
Munazonam xament 1 mg/ml, 2 mg/ml, 5 mg/ml MHIKEKIIMOHEH/HH(DY3HOHEH PA3TBOP € Mper Ha3HaYeH
34 €AHOKPAaTHA ynoTpeda. Heusnonspanugar pa3TBOP TPAOBA Ja Ce WIXRLPAU.

CpoK Ha TOQHOCT clej paspexlaHe
Pazpe1€HUAT pa3TBOp € XUMHUECKH W ¢rsnyecku crabHieH B npoAbikeHne HA 72 vaca npu
TeMlleparypa 25°C.

OT MHKpOBHONIOrHYHA reHa TOKa, OCBCH aKO METOAbT HA OTBApAHE/pa3pexaHe He W3IKIIKOYUBA PHCKA
OT MUKPOOHO 3aMbpCsBaHE, NPOAYKTBT TpaAOBa fa ce U3MONI3BA He3ahaBHO. AKO He ce H3TI0/13BA
BEAHATA, BDEMETO U YCIIOBHATA HA ChXPaHEHHE ¢a OTTOBOPHOCT HA NOTPEOUTEIIA.

6.4 CnennanHu ycnosus ua cChxpaHenue

ChbxpansaBaiite ammynaTa/pniakona R KAPTOHEHATA ONAKOBKA, 3a [a Cé npejnasu oT [Gek



Ha He ce chxpausipa Hap 25°C.
Ma ne ce sampanssa.

3a YCNIOBHSITA HA ChXPAHEHHE CAel Pas’pexIaHe Ha JTeKapCTBEHHS NPOJYKT BUKTE TOuka 6.3,

6.5 BHA H CbABPKAHHE HA OMAKOBKATS

Munasonam xameny | mg/ml HHXEKUHOHEH/MH(Y3HOHEH pasTBoOp
besUBETHH CTBKICHN aMITyH (CTHKNO THII [), konto ceabpxar 2, 5 unu 10 ml pasreop.

Pasmep Ha onakoBkute: ONAKOBKH OT S aMIyau oT 2 ml
10 amMmnynu ot 2 ml
25 amnyny ot 2 ml
50 ammmynim ot 2 ml
100 amnynu ot 2 m!
Onakosku ot 5 aMnyau ot 5 mi
10 amnynu or S ml
25 aMaynau ot 5 mi
50 amnynu otT 5 ml
100 amnynu ot 5 ml
OnakoBku oT 5 amnysu ot 10 ml
10 aMmnynu ot 10 mi
25 amnynu ot 10 mi
50 amnyau ot 10 ml
100 amMnynn ot 10 ml

besuseTHu crhkneny dnaxonu (cThrio tun I), kouto cuabpxar 50 ml pasTBOP, 3aTBOPEHH C
OpomMoSyrunosa rymena 3aMyAlka,

Pasmep Ha omakoskute: Onakosky o | ¢aakoH ot 50 ml

5 pnakouu ot 50 ml
10 paakonu ot 50 ml

Muaazonam xamenm 2 mg/ml uHKEeKNMOHEHMHDY3HOHEH pasTBop
BeauseTHy crprieny AMIY N (CTBKNO TUM [), KOUTO CHABP®WAT 5 WK 25 m] pasTBop.

Pa3zMep na onakoskute: OnakoBKH OT S amnynu ot 5 ml
10 aMmnynu ot 5 m|
25 aMmnynmn ot 5 ml
50 amnynu ot 5 ml
100 amnynu ot 5 ml
OnakoBKM OT > amnynu ot 25 ml

10 amnynu ot 25 ml

10x5 amnynu ot 25 ml

5x10 amnynu ot 25 ml

be3uBeTHN cThKNEHH dnakouu (cTexno THR I), KouTO ¢pABpxat 50 ml pasreop.

Pasmep na onakoskute: Onakosku o1 | Qurakok ot 50 mi

5 (prakouu ot 50 ml
10 dnaxonu ot 50 ml

Munasonam xamenn 5 mg/ml HEDKCKUMOHEH/MH(Y3HOHEH pasTBOp
be3uBEeTHY CTBKIIEHH aMnynu (cTeuriI0 TUmn 1), kouro Cepabpxar 1,2, 3,5, 10 unu {8




PazMep Ha onaxoekute: Onakosku 0T S amnynH ot | ml

10 aMnyau ot | mi

25 amnynu ot | mi

>0 amuynu ot | mi

100 amnyan ot | ml
OmakoBky oT 5 amnynu ot 2 ml

10 amMmnynu ot 2 mi

25 amnynu ot 2 mi

50 amnynu ot 2 ml

100 amnynu ot 2 ml
OnakoBku oT 5 amnyJu or 3 ml

10 ammyiun ot 3 ml

25 aMnynm ot 3 ml

50 aMnynu ot 3 ml

100 amnynu ot 3 m!
OnakoBkd OT 5 aMnyn# or 5 ml

10 amnoyau ot 5 ml

25 amnysu ot 5 ml

50 amnynu ot 5 ml

100 amnynu ot 5 mi
ONaKoBKH OT S amnyau ot 10 ml

10 amrynu ot 10 ml

25 amnynu ot 10 ml

50 amnynu ot 10 ml

100 amiiynu ot 10 m!
OnakoBkH OT 5 amnyn# or 18 ml

10 amniynu ot 18 ml

25 aMnynu ot 18 ml

50 amnynan ot 18 ml

100 amnyan ot 18 ml

6.6 Cnennaann mpegnasau MepkH npu H3XBBDJsIHE U pabora

CBBMECTUMOCT ChC CNENHUTE UHDYIMOHHIY Pa3TBOPH:
- (,9% pasTeop Ha HaTpUeB xN0pHL.

- Hexcrposa 5%.

- Jlexcrpoza 10%.

- Pasteop Ha Punrep.

Te3n pa3TBopu ocTaBar cTaGUHA B HpPOALIKEHHE HA 3 JHH Ha cTaliHa TeMrepaTtypa.

3a f1a ce UIBErHaT HEChBMECTHMOCTH ¢ APYTH pasTBopH, MunazonaM xamens 1 mg/ml, 2 mg/ml, 5
mg/ml HHXEKIMOHEH/MH(Y3HOHEH pa3TBOp HE TPAGBA 14 CE CMECBA C APYTH HH)Y3UOHHH pa3TBOPH,
OCBEH NOCOHEHNTE MO-Tope (BXK. TOUka 6.2. HechBMecTHMOCTH)

Pa3TBop®T TpsOBR 42 Ce Mperiiefa BU3yaaHo npeay npunarave. Tpsadra 1a ¢e K3INOA3BAT CAMO PA3TROPH
Oe3 BHAWMMK YaCTHUH.

......

7. IIPHTEXATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA

hameln pharma gmbh
Inselstrafie |
31787 Hamelin
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8. HOMEP HA PASPEHHIEHUETO 3A YITOTPEBA

Per. No

9. JATA HA II'bPBO PA3PEIIABAHEATOJHOBSABAHE HA PA3PEIIEHUHETO 3A
YIHOTPEBA

Jlara Ha nbpRo paspeirapane:

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

Asryct 2023 1.




