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1. HME HA JIEKAPCTBEHHH ['POMT i'ifjj”‘ IHATEIA A WORTINNTS Y

Kielmea xapaxkmepucinuka va npudyxma - (lpunosedue 1

Dormicum® 1 mg/ml solution for Injection Kbm PY K*’)lquﬁopﬂ.{ﬁ\gﬂ .............
Dormicum® 5 mg/ml solution for injection

HlopMuKyM 1 mg/ml HEXKEKIHOHEH pasTBOp Odobpeo: 'Zé./'?’ff//'-’-’f-"’
JlopMEKyM 5 mg/m] HEXKeKUHOHER pa3TBOp _ s o -

2. KAYECTBEH H KOJIHYECTBEH CBhCTAB

Dormicum 1 mg/ml-5 ml:

Beexn Mumumrep ceaspxa 1 mg mupmasonam (midazolam) (moa ¢opMata Ha MHEazoNaM
XH/IPOXJIOPHL).

Eana ammyna or 5 ml cxappxa 5 mg Mumazonanm.

Dormicum 5 mg/m]-3 ml:
Beexn MATITATED chABPXKa 5 mg MumasonaM (nox Gopmarta Ha MHIa30MaM XHAPOXJIOPHI).
Enna ammyna ot 3 ml csaspxa 15 mg Mupasonam.

3a IBJIHAA CITHCHK HA OMOIMHMTE BEIIECTBA, BHKTE TOYKA 6. 1.
3. JEKAPCTBEHA ®OPMA

HMmaxeximones pasTaop.
bHcTEp, 6e3nBETEH pasTBOP.

- 4. KIMHAYHA TAHHHA
4.1 TepaneBTHYHH HOKA3AHAY
Dormicum ¢ cbHOTBOPHO CPENCTBO ¢ KPAaTKO AHCTBHE, KOETO € HOKa3aHo 3a:

IIpn BB3pacTHA

o CEJALMA IIPU 3ATIA3EHO CBH3HAHME npeau u 1o BpeMe Ha AHArHOCTHYHM
HJIA TEPaNEeBTHIHH NPONEAYPH CHC MM Oe3 TOKAIHA aHeCTe3 .

e AHECTE3HUA

— Ilpemenukamua npend yBon B aHecTe3 M4,

— YBOJ B aHECTE3HA,

— Karo cenatupen xoMIIoHeBT pr KOMOHHEpaHa aHeCTe3Hs.

o CEJAIIUA B UHTEH3UBHU OTAEJIEHUA
[pu pena

o CEIOALIMA ITPU 3ATTA3EHO CBh3HAHUE IIPEIH ¥ IO BP§ 3 AMATHOCTHYHH HIIH

DEME




¢ AHECTE3UA
- IIpeMeauxanns 1ipen yBOL B aHECTE3HS.

e CEJIALIVA B UHTEH3UBHHU OT/EJIEHHUA

4.2. Io3HpOBKA H HAYMHH HA NPAJIOKCHHE

CTAHIAPTHA TO3UPOBKA

MupazonamM € MOmHO CeNaTHBHO CpeCTBO, KOUTO HM3HCKBa THTpHpaHe Ha J03aTa H
0aBHO mpuIOXKeHHE. THTPHpaHETO Ce NpPENOpHYBA HACTOSTENHO 33 Ge30mMACHO
TOTyH¥aBaHC Ha JKCJIAHOTO HHBO Ha CCAaHMA COIOpe] KIMHHMYHATA HYXAa, GH3HIeCKOTO
ChCTOSHHUC, BH3PacTTa H €AHOBPEMEHHO JICIEHHE C APYTH npoaykTd. [Ipr Be3pacTaH Haj
60-rogumea BB3pacT, H3TOMEHH HIIH XPOHHYHOOONHM NANMEHTH H AeHa 103aTa TpaOBa
Ra ce ompejeiisl BHHMATENIHO, KaTo Ce B3¢MaT IPEABHA PHCKOBHTE aKTOpH, CBLP3aHH C
BCEKH OTAEICH NalueHT. CTaHAapTHATE JO3HPOBKH Ca NajeHy B TabNMHnaTa mo-gony.

HombnuuTeHu noapoGHOCTH ca AalieRH B TeKCTa cien Tabimuara.

IHoxa3anme Buipactam <60r. | Bripactram260r./ | Jdena
H3TOIMEHA HIH
_ * __| xpormHO60NHH ) B
Cennpane iv. LV, i.V.IpH NanAenTH 6
Ipy 3anaseHo | Hadamna noza: 2-2,5 | Havasnwa gosza: 0,5-1 Mec.—Sr.
Ch3HAHHE mg mg Havanxa go3a: 0,05-0,1
Turpaunonuwm nozu: | TurpanuonH# 103H: mg/kg
1 mg 0,5-1 mg O6ma no3a: <6 mg
} O0ma xosa: 3,5-7,5 | O6ma moza: <3,5mg | i.v.npm nanmenTa 6 -12
mg r.
Havamna no3sa: 0,025-
0,05 mg/kg
O6bma no3a: <10 mg
pexTanno (> 6 Mec.)
0,3-0,5 mg/kg
im. 1-15 roguan
. | 0,05-0,15mg/kg
AHnecTe3Hs L, L, pekTaano (> 6 mec,)
[Ipemenukanus | 1-2 mg nosTopHO Havayma nosa: 0,5 mg | 0,3-0,5 mg/kg
im. baBHO, 1nocrenenHO | i.m. 1-15 rognnn
0,07-0,1 mg/kg NOBHIIEHHEe Ha xo3ata | 0,08-0,2 mg/kg
CIIOpEH HYXIHTE
i.m.
N 1 0,025-0,05 mg/kg
AHECTE3UA LV. i.v.
YBox 0,15-0,2 mg/kg (0,3- | 0,05-0,15 mg/kg
0,35 be3 (0,15-0,3 Oes
IpEMETHKALIHA ) | mpeMeANKALHSA) o
CenarneHa i.V. iv.




KOMITOHCHTA | HHTEPMHTEHTHHE J03H| NO-HUCKH J03H OT
npH or 0,03-0,1 mg/kg | mpenoprusanuTe 32
KOMOHMHHpaHa | WM HempeXhCHATA BB3pacTHH < 60 T,
aHeCTe3Hd HH(y3na ga 0,03-0,1
Cenmpane iv. LV. IPH HOBOPOAEHH
B HHTCH3HBHO | HartoBapeama s03a: 0,03-0,3 mg/kg ¢ <32 recr.cenm.
OTHACIICHHE NOBHIIEHHA OT 1-2,5 mg 0,03 mg/kg/h
[Tonprpxama nosa: 0,03-0,2 mg/ke/h L.V, IPH HOBOPOACHH
| >32 cegM. B Aena go 6
Mecena
0,06 mg/kg/h

i.v. IpH nNanAesTH > 6
MECEeYHa Bh3PACT
HartoBapsama no3a;
0,05-0,2 mg/kg
Iloaxspxama go03a:

0,06-0,12 mg/kg/h

HAO3UPAHE ITPHU CEJUPAHE CbC 3ATIA3EHO Ch3HAHUE

3a cemmpaHe mNpH 3ama3eHO ChH3HAHHE NpEAN JHATHOCTHYHA HIH XHUPYPravHa
WHTCPBCHOMA, MHZa30NaM ce NpHiara HHTpaBeHo3Ho (i.v.). Jlosata TpsOBa Za ce
¢b00pasu ¢ HEXABAAYAJIHATE HYXIH H A4 Ce THTPHpA, & He TpAOBa Ja ce MpHiara gpes
Obp3a maM exHOKpaTHa Gonyc MExekmms. Hauanoro ma CCAMpAHEeTO MOXE Jia BapHpa
HHIMBHIyaTHO B 3aBHCHMOCT OT (H3MYECKOTO CHCTOSHHE HA IMAIHEHTa K
obcrosTencTBara Npu LO3HpaHETO (Halp. CKOpOCT Ha INPHJIOXKEHHE, KOJMYECTBO Ha
Io3aTa). AKO € Heo6XOIMMO, MOTaT 1a C€ IIPHJIAraT NOCNCABAIH JO3H B 3aBHCHMOCT OT
HHAHBHAYATHHTE HYXIM. JlekapcTBOTO 3amo4sa na neiictBa Okono 2 MHUHYTH CleX
HHXEKTHpaHeTo. MakcuManer edekt ce moctara 3a oxoyio 5 go 10 MHHYTH.

Bv3pacmnu

MIHTpaBeHO3HOTO HHXEKTHpaHe Ha MHEAA30JaM TpsA0Ba Aa ce mpaBu GaBHO, CBC CKOPOCT
npubmsurenno 1 mg 3a 30 cexynm.

IIpu ev3pacmuu nod 60 200unu wavamsara noza e 2 70 2,5 mg, npunoxena 5 no 10
MHHYTH IpEH Ha9IO0TO Ha mpoueaypara. IIpy Heo6X0mMMMOCT MOXe Ha ce MPHIOKAT
ACIBJHUTCIIHA 03K OT 1 mg. YcTaHOBEHO €, Ye cpeHATe O6MH N03H ca B I'PAaHULUTE OT
3,5 no 7,5 mg. O6ma no3a Haxy 5 mg OGHKHOBEHO He e HeoOxoauMa.

IIpn ev3pacmuu nao 60 200unu, watomeny wim XPOHHIHOOONHE NALHEHTH HAYarKama
0o3a mpabeéa Oa ce namanu oo 0,5-1.0 mg u o0a ce npunoocu 5-10 munymu npedu
Hawanomo na npoyedypama. Ilpu HeoGXOMUMOCT MOXeE 11a ce IIPHJIOXKAT HOITbIHUTEHA
aosu ot 0,5 o 1 mg. T'vii kamo npu mesu nayuenmu maxcumannusm edpexm Moorce da
ce oocmuzne no-6aerno, donvanumennume 03y MUOG30RAM mpsabea Oa ce mumpupam
MHO20 Gagno u snumamenno. OOmMa 1032 HO-BHCOKA OT 3,5 mg obukHOBeHO He e
HeoOXxoauMa.




¢¢ THTpHpa 103aTa C MalK¥ KOJNHYECTBA, NOKATO ce [IOCTHTHC ITOAXOAAINO HHBO Ha
ceaupane. Kspmadera B Manku nena mox S-TOMHMHINTHA BB3PACT MOXE /1a ce HYXJAqT OT
SHATUTECIHO NO-BHCOKH J03H (mg/kg) B cpaBHeHHE ¢ IIO-TONICMHTE A€la M IOHOMMMUTE,

e Jlena mog 6-meceuna BB3pacT. Aenara mox 6-MecedHa BB3PacT ca 0coBeHO
YA3BUMH IIpDH OOCTPYKLMA Ha QUXaTeHuTe IIbTHINA ¥ XHIOBCHTHNAmMA. [Topanu
TasH NpAIHHA IPHJIATaHETO HA CeAMpaHe IIPH 3aNa3eHo CBh3HAHHE OPH Aeria noa 6
Mecena He ce NpenoprYsa.

* [ena Mexay 6 mecema m J-TOAHIIHA BB3DAcT: HAYANHA 1033 OT 0,05 no 0,1
mg/kg. O6ma no3a no 0,6 mg/kg Moxe jga ¢ Heobxommma 3a [IOCTHTaHe Ha
KEIaHHA edexT, HO T4 He Tpa6Ba na IpeermaBa 6 mg. ITpononrapana cenanus u
PHCK OT XHITOBCHTHJIALMS MOXE 13 Ca CBBP3AHH C [IO-BHCOKHTE HO3H.

¢ [ena mMexay 6 no 12-rogumma BB3pacT: HavaiHa xo03a ot 0,025 mo 0,05 mg/kg.
Moxe ma e HeoGxomuMma odma noza o 0.4 mg/kg, o MakcuMamua 103a ot 10
mg. IIponoHrapana ceganns u PHCK OT XMIIOBEHTHJIALMA MOXeE Ja Ca CBBP3aHH C
IIO-BHCOKHTE AO3H.

¢ JMlena mexxy 12 xo 16-roammua BE3pacT: TpabBa na GBAar mo3mpanm xarto
BB3PacTHH.

Pexmanro npunoxcernue: O6mara fl03a MHZRa3onaM OOHKHOBEHO Bapmpa oT 0,3 g0 0,5
mg/kg. Pextanmsoro npuinoxerne Ha Pa3TBOpa OT aMITy/aTa Ce M3BBPLIBA IOCPEACTBOM
[IIaCTMACOB aIUTHKATOP, MPHKPENCH KbM Kpas Ha CIIDHHI[OBKaTa. AKO 00eMBT, KOMUTO
TpsabBa na ce IPHIIOKH, € MHOTO MaTEK, KM o6mus o6eM ot 10 ml MOJXe J1a ce nmpubapH
BoAa. Obmata no3a TpaGea ma ce [IPHJIOKH HABEAHBXK H Ja ce M30ArBa IIOBTOPHO
PCKTATHO NIpHIOXeHHe. YrotpeGata mpu nema mon 6 Mecela He Ce MpenopnYBa, Thil
KaTo HaIHaTa HHGOPMANHAA IPH Ta3H NONYNAITHS & OrpaHHYEeHa.

Ilpa mena ¢ TenmecHo Tero mox 15 kg He ce mpemoprbupar PasTBOPH Ha MHAA30JIaM C
KOHICHTpauu# Han 1 mg/ml. IMo-sucoxuTe KOHIICHTpalMH TpAOBa Aa ce paspensT no |
mg/ml,

AO3HUPAHE I[TPU AHECTE3US

HPEMEJHKALIUSA




NPCIONCPAaTHBHO IIOBJIHABAHE HA MaMeTTa. MHaasonaM Moxe CBHIO [a ce IpuiIara B
KOMOHHAUMA ¢ aHTHXONMHEpPreTHHH. [IpH TOBA MOKa3aHHE MEAA307aM TpsibBa ma Onje
TIpUIarad HHTPaBEHO3HO HJIH ABJIOOKO HHTPAMYCKYJTHO B FONSAM MycKkyl, 20 mo 60
MHHYTH IIpCIH YBOAA B AHECTE3HA WIM 332 INpPEANOYHTAHE Ype3 PEKTAeH BT Ha
BEBCKIAHE NpPH AeHa (BIKTE IO-f0iy). CTPHKTHO H HENpeKHCHATO HAaGmONCHME Ha
NAallMEHTHTIC CHEA DOpHIaraHe HA MPEMEIHKALHAATA € 3aXbDKATENHO, THhH Karo
HHAABHAYallHaTA YYBCTBHTCNIHOCT BapHpa H MOXE Oa C& IIOABAT CHMITOMH Ha

Npeao3npaHe.

Bv3pacmnu

3a mNpefonmepaTHBRO CEAHpaHe H MPEAONEPATMBHO MOBJIHABAHE Ha IaMeTTa,
NpENIopBIBaHATa 2032 IIPR B3PacTHH ¢ dusnsiecku ctatyc ASA 1 & II ® mox 60 roqunn
¢ 1-2 mg uHTpaBeHO3HO, MOBTOpeHa mpH HeoOxomumoct, Wik 0,07 10 0,1 mg/ke,
NPHJIOXKEHa HHTPaMyCKynHO. Jlozata Tpabpa na 6bme choOpaseHa ¢ HHAMBHIYATHHTE
HYXIIH, KOraTo MHJA3oNaM Ce HpHiara OPH BB3PacTHH Haa 60-rogMmma BB3pacr,
H3TOMICHH WA XPOHHIHOOOMHY malmeHTH. [IpenopraBanara Havansa i.v. no3a e 0,5 mg
M T4 TpsbBa Ja ce TATpHpa GaBHO cHopex Hyxnamte. IIpenoprasa ce xo3a ot 0,025 10
0,05 mg/kg, npunoxena i.m. IIpu eHOBpEMEHHO IPHIIOXEHHE Ha HApKOTHYHU CPEACTBA
flo3aTa H2 MHJa3oaM TpsAdBa Ja ce BaManu.O6H4aiiHaTa 103a € 2 10 3 mg.

Leya

Hoeopodenu u deya do 6-meceuna ev3pacm:

Ynotpebata npu nena noj| 6-Meceuna BB3pacT He ce MPENOPhYBa, Thil KaTO HATHIHATE
JAHHH Ca OrpaHNYECHH.

Heya nao 6-mecevuna svspacm

Pexmanno npunoscenue: O6mara 103a MuAa30J1aM, 0GHKHOBEHO Bapuapama ot 0,3 xo 0,5
mg/kg, Tpabea na ce mpunoxu 15 go 30 MHHYTH Ipeaw YBOAAR B aHECTe3HI. PeKTaHOTO
NPAIOKCHAE Ha pa3TBOpa OT ammyjaTa €€ H3BHFPHIBA NOCPEACTBOM IIJIACTMACOB
AIlJIAKATOp, IIPHKPENICH KBM Kpad Ha CIPHHIOBKaTa. AKO 00eMbT, KoiTO Tpsabpa ma ce
IIPHJIOXKH, € MHOIO MairBK, KbM o6musa o6eM oT 10 ml Moxe aa ce npubaBu Boza.

Hrmpamycxkyano npunooicenue: Thil KaT0 METPaMyCKYNHOTO IPHJIOXEHHE € GONE3HEHO,
TO3H BT Ha BBBEXKJaHe TpAOBa Na ce H3ION3BA CaMO B HM3KIIOYATENHH CIIydaH.
Pexrammoro mnpunoxkenne TpabBa Aa ObAe NpPEANOYHTAHMAT NOBT HA BLBEXIAHE.
YctanoseHo e, obaue, ue g03a B rpammmmre oT 0,08 10 0,2 mg/kg mumasomam,
TIPAJIOXXEHA HHTPAMYCKYJIHO, € edeKTnBHa H GesonacHa. Ilpu zena Ha Bb3pacT Mexay |
H 15 roguHm ca HeOOXOMMMH IPONOPLHHOHANHO IO-BHCOKH JIO3H B CpaBHEGHUE C
BB3PacTHHTE Ha 6a3aTa Ha TEJIECHOTO TErIO.

YcraHoBeHO €, obadue, 4e nosa B rpammmure ot 0,08 g0 0,2 mg/kg MHIasonam,
PHUIIOKEHA HHTPAMYCKYIIHO, & epeKkTuBHa H GesonacHa. Ilpn Jena Ha BR3pacT Mexay 1 u
15 ropvmM ca HeOOXOAMMH MPONMOPHHOHANHO IIO-BHCOKH IO3H B CpaBHEHHE C
BBE3PACcCTHATE Ha 0a3aTa Ha TeJIECHOTO TETJIO.




IIpn nena c¢ remecHo Terno mox 15 kg He ce IPENOPHIBAT Pa3sTBOPH HAa MUIA30IAM C

koHUCHTpanmy Hajx 1 mg/ml. Io-BucokuTe KOHNEHTpamuK TpsGBa 1a ce paspeasT no 1
mg/ml.

BbBE)XX/TAHE

Bvspacmuuy

AKO MHJa30/1aM C€ M3TI0/I3Ba 33 BHBEXK/IAHE B aHECTE3Hs Npean Aa ca IPUTIOKEHH APYrH
AHCCTCTHIM, HHAWBHIYQTHHAT OTTOBOp Bapupa. Jo3ata Tpsa6Ba ma Gnje THTPHpaHa OO
JKEJIAHHA epEKT B 3aBHCHMOCT OT BBH3PACTTA HA MAINMEHT2 H KIMHUIHOTO CBCTOSIHHE,
Koraro Mupazomam ce uamomssa MpcaH HIH B KOMOHHAIMS C APYI'd NPOLYKTH 3a
HHTPaBCHOZHO HJIH MHXA/IATOPHO HPHIOXKEHHE 3a BHBEKIAHE B aHECTE3Ms, HAYANHATA
032 Ha BCAKO JIEKapCTBO TpsA6BAa fa ObAc 3HATHTENHO HaMalleHa, MOHAKOTa 10 25% oT
HalajIHaTa A03a Ha OTACIHHHA IPOAYKT.. JKenanoTo HHUBO HA aHECTE3HS Ce MOCTHIA qpe3s
CTBIAIOBHAHO THTpHpaHe. MHTpaBeHO3HaTa BHLBEXKAAINA X038 MHAA30MaM TpadBa fna
OBbae npuoxeHa 6aBHO, MocTeneAHo. Beiako MOBHMIIABaHE OT He IOBede OT > mg TpsabBa
Al C¢ HIDKCKTHpPA B HpoAb/okeHue Ha 20 o 30 ceKyHaH, KaTo Ce OCHIYpABAT 2 MHHYTH
MEXAY OTOCIHHTE MTOCICAOBATEIHA IOBHIIABAHHKS,

» Ilpu npemeduxupanu evapacmuu nayuenmu nod 60-200uuna 6b3pacm no3a ot 0,15
10 0,2 mg/kg, npuiioxeHa HETPaBEeHO3HO, OGHKHOBEHO € IOCTaThYHA.

[Ipu evspacmuu nayuenmu noo 60-200uwna éb3pacm 6Ge3 npemeduxayus No3aTa MOXe
na 6pne mo-sucoka (0,3 zo 0,35 mgkg iv.). Ako e HeoGXomEMO Ha ce 3aBbpINH
HHAYKIHATA, MOXKE ia C€ M3IIOI3BAT OBHINABAHUS C NpHOmM3uTenHo 25% OT HaYaIHATA
RO3a Ha MAHCHTA. BMECTO TOBa BHBEXTAHETO B AHECTE3MATA MOXE 1A IPOABIDKH C
WHXANATOPHA aHecTeTHNH. IIpn pesuctenTHn cmyyam o6ma no3a ot m0 0,6 mg/kg Moxe
fia OBbAc M3NON3BAHA 3a MHAYKOES, HO BHCOKHTE &O3H MOTAT Ia YABIDKAT
BE3CTAHOBABAHETO. |
o llpu npemeduxupanu evspacmuu nad 60-200uwna 6b3pacm, uUIMOWEHU Unu
XporuuHobonnu nayuewmu Oosama mpsbea 0a ce Hamanu SHAQYUMeEnHo, Hanp. 00
0,05 — 0,15 mg/kg, npunoxcenu i.v. 8 npodwaxcenue na 20 - 30 CEKYHOU, xamo ce
OCmMaeam 2 MUKymu 3a nposgssane na egexma..

Bvspacmuu nao 60-200uwna evspacm 6es npemeduxayus OOHKHOBEHO ce HYKAAAT OT
IIOBEYE MHAa30MaM 3a BpBEXAane. [Ipenopbura ce HavanHa Ko3a ot 0,15 mo 0,3 mg/kg.
IlanmenTHTE Ge3 mpeMeaUKALAA ¢ TEXKO CHCTEMHO 3a60JIMBaHe M APYTO yBpexKaaHe
OOHKHOBEHO C€ HYXIAAT OT NO-MAJIKO MHAA30/1aM 3a BEBeXKAaHe. Havamna noza or 0,15
no 0,25 mg/kg o6HKHOBEHO € NOCTaTHYHA.

CEJJATHBHA KOMITIOHEHTA ITPH KOMBHHHPAHA AHECTE3HUS

Bvspacmuu

Mpraazonam Moxe Ja ce JaBa KaTo CeIATHBHA KOMIOHEHTA pH KOMOHHUpaHa aHEeCTE3HS
Ipe3 MHTCPMHTCHTHH MAJIKH HHTPABEHO3HH HO3H (B rpaHumure Mexay 0,03 wu 0,1
mg/kg) WA KaTO HENPEKLCHATa HHTPABEHO3HA uHGY3Ha (B rpaHummte Mexay 0,03 0,1
mg/kg/h), oGHKHOBEHO B KOMOHHAIMS ¢ AHANTETHIM. Ho3ara ¥ HHTepBanHTEe MeEXAY
AO3HTE BApHPAT B 3aBHCHMOCT OT HHAHBHIYATHATA PEaKI[HA HA NA[HeHTs




IIpu BB3pacTHH Hax 60 TONHHE, H3TOMEHH WK XPOHHYHOOOHH TIAMHEHTH Ine ca
HeOOXORUMM NO-HHCKH NOAXBPKANTH JO3H.

CEIUPAHE B UTHTEH3UBHHUTE OTJIEJIEHUS
XeaHOTO HUBO Ha CelMpane ce MOCTHIA 9pe3 CTENANIOBEIHO THTPHPaHEe HAa MHAA30JIaM,
MOCACABAHO OT HENPECKBCHATA HHQY3HS WM HHTEPMHUTEHTHH Ooryc MmKeKHn, B

JaBHCHMOCT OT KIMHHMYHATA HYX/a, GH3HUECKHS CTATYC, BH3pacTTa M CBHITLTCTBAINOTO
MEMKAMEHTO3HO JIeJeHHe (BXK. TOUKa 4.5).

Bwapacmuu

HuTpaBenosna HatoBapeama mo3a: 0,03 10 0,3 mg/kg TpsaGBa na ce mpmmarat 6aBHO C
HIOCTCTICHHO noumasake. Besko mosumasane ot 1 10 2,5 mg Tpa6pa aa ce HHEDKEKTHpA B
IPOAL/DKCHEE Ha moBeue or 20 no 30 cexyHau, xaro MEXITY TMOCICAOBATENHATE
NIOBHINABAHHA C€ OCTABAT 2 MAHYTH. [Ipy nanmenTH ¢ XHIOBONEMHS, CHIOB CHAZBM I
XHIIOTCPMHA HAaTOBApBamara 103a Tpa6Ba Aa ce HaMaTH HIIY A ce NpOIyCHe,

Korarto Mmpasonam ce mpmnara cxc CHJIHOJCHCTBANIM aHANTCTHOH, T¢ TpAGBa Ja ce
TIPHIIOXKAT B HAYAJIOTO, TaKa Y€ CeNaTHBHHTE e(eKTH Ha MHAA3071aM 18 MOFAT CHI'YPHO Jia
C¢ onpenensaT Ha GoHA Ha CeIUPAHETO, MPEH3BAKAHO OT AaHANTCTHIHTE.

HNHTpaseHo3na moaaspxaia f03a: KO3HTE MOXeE Ia Bapupar ot 0,03 no 0,2 mg/kg/h.
Ilpy nmaumeRTH ¢ XHNOBONEMHESA, CHAOB CIATEM HIIH XHNOTEPMHES NOJABPKAIIATa 1032
TpsabBa xa 6bae Hamanena. HuBoTO Ha cendpane TpsAOBa Ja 6B ONEHABAHO PEHOBHO.
IIpu mpoxsmkuTENHO ceupane MOXe Na ce Pa3BHE MOHOCHMOCT U Ja C€ HAJIOKH J03aTa
J1a C€ YBEIHYH.

Hogopooenu u deya 0o 6-meceuna evapacm

Munaszonam Tpabea xa ce mpuwiara nox ¢hopMara Ha HenpeKbCHATA HHTPABEHO3HA
HH}Y3usa, Kato ce 3amogne ¢ 0,03 mg/kg/h (0,5 pg/kg/min) npm HoBOpOnEHH C
FeCTallMOHHa BB3pacT <32 cepmuum unm 0,06 mg/kg/h (1 pg/kg/min) IPH HOBOPOAECHH C
T'CCTAllHOHHA BB3pacT >32 CeAMHIH H Jiena A0 6 Mecena.

He ce nmpenopbusar mHTpaBeHo3HM HaTOBapBamm n03m Npd HENOHOCEHH KBpMadera,
HOBOPOACHH M Aena A0 6 mecena. Ilo-ckopo uEGy3HsTa MOKE a Ce IMyCHE fa Tede mo-
OBP30 Ipe3 MHPBHUTE HAKOJKO 9aca, 3a fla C€ yCTaHOBSAT TEPAIICBTHYHH ILTaA3MCHH HUBA.
Tps6Ba BHHMaTemHO M wecTo na ce mpamm NIpeoneHka Ha CKOpPOCTTa Ha HHy3HsTa,
0CcOOCHO ciell mepBUTE 24 wYaca, Taka 9Ye ga ce IIpuiiara Hal-HHUCKaTa BH3MOXKHA
e(exTHBHA D034 M ]a ce HAMATH BE3MOKHOCTTA 32 KyMyJIHpaHe Ha JICKapcTBOTO.
HeobxoauMo ¢ BHAMarenHo HaGmoneHMe Ha 9ecTOTATa Ha AWMAHE W KUCIIOPOTHATA

caTypanms,

Heya nad 6-meceuna evspacm
Ilpn wHTYOHpaHW M BeHTHIHpaHH Aela HatoBapsamata xo3a ot 0,05 no 0,2 mg/kg,
TIPHJIOXKCHA HHTPABEHO3HO, TPAOBA /la ce mpHiIara 6aBHO B MPOTBIDKEHHE Hali-MaJKo Ha
2 R0 3 MHHYTH, 3a [a Ce IOJYIH XXKETAHHAT KIHHAYEH eext. Muzrazonam He Tpabra na
Ce mpiara kato 65p3a HHETpaBeHO3Ha MIDKekmus, HatoBapsamara noza ce IIOCJIEIBA OT
HCTIDCKBCHATA MHTpaBeHO3Ha MHQY3ua ¢ 0,06 no 0,12 mg/kg/h (1 mo 2 ng/kg/min).
Ckopocrra Ha HHbY3HATa MOXE A3 GBJe MOBHIMICH2 MM ORIDKEHA (obuxHOBEHO ¢ 25%
OT HagajlHaTa HJIH ClIC/BaIaTa HHYYIHOHHA CKOPOCT) CIIOPeR BXRATTE S




TIPHIIOXAT NOITBJIHHTEHH HHTPABCHO3HH JO3H MHOA30NaM, 33 13 Ce 3acCIH TIH
NONIBPXKA XKENaHUAT edexr.

Koraro 3amousa mu}y3HATA C MHIA30/1aM NpH MaACHTH C YBpEACHA XEMOIHHAMHKA,
obmvajinaTa HaToBapBama /032 TpadBa Ja GEae TATPHpAHA C MAalKH IIOBHIIABAHMA H
HaIHCHTLET fa C6 MOHHTOPHpPA 32 XEMOJAMHAMHYEA HECTaGHIHOCT, HaIlp. XHIIOTOHHS,
Te3n namuenTH ca 9YBCTBUTENMHH CHIIO B KEM IOTHCKAIMUTE €DEKTH Ha MHOA30/1aM
SbpXy /MXaTeNHaTa CHCTEMa M H3WCKBAT BHHMATENHO MOHHTODHDaHE HAa JMXATE/IHATA
9€CTOTa H KHCJIOPOAHOTO HACHIIAHE.,

Ilpr HemoHOCeHHM KxBpMavera, HOBOPOJCHH H A€ C TelNecHO Terno mox 15 kg e ce
PCMOPBIBAT PasTBOPH Ha MHZA30JIaM C KOHIEHTPAUHH Hajx 1 mg/ml. Ilo-BHCOKHTE
KOHLCHTpalMK TpA0Ba na ce paspensr ao 1 mg/ml.

Ynompeba npu cneyuannu nonyrayuu

bvbpeuno yepexcoane
IIpy  nmammesTw ¢  6u6pewno yBpeXaaHe (KpeaTHHHHOB KIHPBHC <10 ml/min)

(hapMaKOKHHETHKATA HA HECBBP3AHAS MEIA30)IaM CJICX €AHOKPAaTHA 1.V. 03a € Mogo6Ha Ha Ta3zH,
CboOlaBaHa mpH 3xpaBr Jo6poBoiud. Crex NPOABIDKHUTENIHA HMH(QY3HA IOpPH MANMEHTH B
HHTCH3WBHO OTACNCHHE, 00ade, CpefHaTa NPOABLIDKHTENHOCT Ha CEIaTHBHHSA e(deKT IpH
nomynauxas ¢ O6u0pedHa HEAOCTATHYHOCT € 3HAYMTENHO NOBHINICHA, HaH-BEPOSTHO IOpPagu
KyMyJTHpaHe Ha G-XHAPOKCHMHAA30/IaM TIFOKyPOHH,

HaMa crenmowurn naHEH NpH manmmeHTH ¢ TeXKo OBOpedHO yBpexnaHe (KpeaTMHHHOB
KnapeREC nox 30 ml/min), nonygasamm Munasonam 3a BBBCKIAHE B aHECTE3H.

Heprodpobuo yepesicdane

YUepnoapobHOTO yBpexaaHe maMaiABa KIEPBLHCA Ha 1.V. NPHIOKEH MHAA30/IaM ¢ [OCIEABAIIO
YBCIHYCHHAC Ha TEPMHHATHHA NONYXHBOT. [lopann ToBa KIMHHIHHTE edexTH Moxe ga 6njar
NI0-H3pa3eH! H MpoAsDkATeNHA. HeobxomumaTa no3a Mugasomam Moxe na Ghie HamaneHa H
TpAOBa Ia Ce OCAI'YPH HOAXO/LIO NPOCIEIBAHE HA BHTAIHITE MPH3HAIM (BX. TouKa 4.4).

QQMCRQ RORVAAYUR

Bmxre mo-rope u Touka 4.4.
4.3 lIpoTuBonoxazanus

Ynorpebata Ha TOBa JleKapCTBO NPH NAlHEHTH ¢ H3BECTHA CBPBXYYBCTBHTEIHOCT KBM
OCH30AHa3CTAAN HIIM KM HAKOE OT IIOMOIIHATE BEMIECTBA Ha OpOOYKTA.

Ynorpebara Ha TOBa JekapcTBO 3a CCAMpaHe ChC 3ala3BaHE HA CH3HAHHETO IIPH NMAUMEHTH C
TCXKKa peCIHPaTOpHa HEAOCTATHYHOCT MM OCTPO MOTHCKAHE HA MUITAHETO.

4.4 Coennajaan Opexynpexienns u IpeanasHE MePKH NpH ynoTpeba




COCNHANHO O0yYeHH 3a pasmoO3HABAHE H JICYEHHE HA OYAKBAHHTE HEKETAHMW cEOHTHY,
BKIOYHATCIHO W JAMXATENHA H CHPOCYHA pecycHTalldd. Ma cHOOIMEHHS 33 TeXKM HexelaHw
CBOHTHS OT CTpaHAa Ha ChPAEYHATA H JUXATeNHaTa cHcTeMa. Te ca BIIOYBANH TOTHCKAHE Ha
AHIIAHETO, anHEd, AMXaTEeNeH apecT M/MNM ChpACYeH apecT. Te3d RWBOTO3aCTpamIaBaIlH
WHIMACHTH € IO-BCPOATHO J1a C€ MOABSAT, KOT4TO MINKCKIMATA C€ IOCTABA MHOTO GBP30 HITH
KOraro C¢ mpuiara BHCOKa 03a (BXK. Touka 4.8).

Cnenpanso BHEMaHHE € HEOGXOMUMO IIPH NOKA3aHHETO CENANUd CHC 3ana3BaHe Ha CHE3HAHHETO

IIPH NALHCHTH ¢ YBpeRXCHA AHXATENHA QYHKIU.

Hena nox 6-meceuna BE3pacT ca 0cobeHOo YYBCTBHTCIIHH KBM OOCTPYKIIHA Ha IHXaTEIHHTE
IPTHINA H XHTIOBCHTHIIAIINA ¥ MIOPAJAM TOBA THTPHPAHETO ¢ MAJIKH MOKAYBAHES N0 HOCTUraHE Ha
KITHHAYEH e(eKT M BHHMATENHOTO HaGMOACHHe HAa YeCTOTaTa Ha JIHINAHE ¥ HaCHI[aHETO C
KHCJIOpOA ca 0COOEHO BaXKHH.

Korato Mumaszonam ce w3monssa 3a mpeMeMKalds, aNeKBATHOTO HaGJEONEHHe HA alHeHTa
ClICA MPHIOKCHACTO © 3aBIDKHTENHO, ThE KaTO WHIHBHIyalHAaTa YyBCTBHTENHOCT BapHpa H
MOX€ Na BB3HHKHAT CHMIITOMH Ha Ipe03HpaHe.

Cnenmanso BHAMaHHE TpSOBa Ja ce OTHAETH, KOTATO Ce IpHIara MHAA30/IaM NPH IAIUEHTH C
6UCOK DHCK!

-  BB3pacTHHA HaJ 60-rouIIHa BE3pPaCT;

- XpOHHYHOOOJIHH HJIM H3TOIEHH NIALMEHTH HATID.

- TaOHEHTH ¢ XpPOHHYHA JHXATEIHA HEAOCTATHYHOCT,

- IAIHCHTH ¢ XpoRAYHA OBb0peyna HeNOCTaTHIHOCT, YBPEAEHA YePHOAPOOHA GYHKIMS HIH ¢
yBpeAeHa ChpAcTHA GyHKIHS;

- Aena, ocobeHo GOJHE ChC CHPACYHOCHAOBA HECTaOIIHOCT.

Te3n BHCOKOPHCKOBH IIallMEHTH H3HCKBAT IO-HHCKH AO3APOBKH (BX. TO4ka 4.2) B TpsOBa
HEMIPEKBCHATO Aa OBJaT MOHMTOPHDAHH 3a PaHHM NPH3HAM HA IIPOMCHH HA BHTAJHHTE

yHKmHIH.

Kaxro nmpu BcHakm BemecTBa ¢ motackam edext Bopxy [[HC m/wm MYCKYJTHO-peIaKCHpaIIH
CBOMCTBA, 0CO0EHO BHHMaHHe TpiA6Ba Ja ce OTHENM, KOTAaTO MHJA30JIaM ce IpHiara OpH
NAITHCHTH ¢ MHACTCHHS I'PABHC.

Illonocumocm
Mma cpo0menns 3a H3BecTHa 3aryba Ha e(HKACHOCT, KOraTO MMAA30JaM Ceé H3MON3Ba 133
NPOXBJDKATENIHO CEUPAHE B HHTEH3UBHHATE OTACICHHUATA.

3asucumocm

Koraro mMunazonaM ce H31mO0JI3Ba 3a NPONBIDKHATETHO cCAUpaHe B MHTECH3UBHHTE OTJAC/ICHH,
Tp#0Ba Jia ce HMa IIPSABHJI, Ue MOXE A4 Ce pa3BHe PH3MTIECKA 3aBHCHMOCT KbM HEro. PHCKET OT
3aBHCHMOCT C€ yBEIMIaBa C J03aTa H NPOABIDKHTENHOCTTA HA JIEYCHHETO; TOH € MO-BHCOK H IPH
MAIHCHTH ¢ aHAMHE3a 32 3710ynoTpeba ¢ alKkoXos H/HiH JekapcTea (BX. Touka 4.8).




Cumnmomu Ha omuemane

llo BpeMe Ha IPOABIDKHTENHO JICYEHHE C MHA30/1aM B HHTCH3HBHUTE OTHENCHHS MOXE Jja ce
pa3ere QH3MIECKa 3aBHCHMOCT. Ilopaml TOBa BHE3ANHOTO NPEKBCBAHE HA JICUCHHETO IIE ce
CBITPOBOMUIA OT CHMITOMH Ha OTHEMaHe. Moxe 1 ce IOSBAT CIIEAHATE CHMIITOMH: I1aBOGOJTHE,
MYCKyIHa OOJIKa, TPEBOXHOCT, HANpEKEHHE, GE3MOKOHCTRO, OObpKBaHe, pa3pasHHTEIHOCT,
rebound Ge3ckHHe, IPOMEHM B HACTPOSHHETO, XATIOMMHAINA K Ir'ep4oBe. Thil KATO PHCKEBT OT
CHMIITOMHTC Ha OTHEMaHe € IO-TOJIAM CJIE BHE3ANHO MPEKLCBAHE Ha JIeYEHHETO, IpenoprYBa
C¢ N03aTa [la C€ HaMaJI1Ba MIOCTENEHHO.

Amrnesun

MHuznasonaM Moxe ia NPHIMEA aHTCPOrPajHa AMHE3HS (4eCcTO TO3H eeKT e MHOTO XellaH NpH
CHTyallhd [pEXH H 10 BpeMeé Ha XHPYPrHYHM H JHATHOCTHYHH OpouncaypH),
NPOABDKATEHOCTTA HA KOATO € AUPEKTHO CBLP3aHA ¢ MPHIIOKEHATa [03a. [IponemxvTenHara
aMHE3HA MOXe Jia MPEACTaBIABA Npo0dJieM npH aMGyNaTOPHMTE NALMEHTH, KOHTO CE H3IMMCBAT
CIICA MHTEpBEeHNHATa. Cliell NapeHTepantdo NPUIOKEHHe Ha MHAA30JIaM, [TaAeHTHTE TpsiOBa Ja
C€ H3MAIAT OT OOMHHNATA HJIH JIEKapCKUA KaGHHEeT, CaMo axo ¢a C NPHAPYXKHUTENL.

llapadoxcannu peaxyuu

Mma cbo0meHns 3a DapagoOKCamHH peakudmH Kato QKHTallNsA, HEBOJCBH JBHXXCHUSA
(BKIIOYMTENHO TOHHYHO/KNOHMYIHH TIBPYOBE H MYCKYJICH TPEMOpP), XHICPAKTHBHOCT,
BpaXAeOHOCT, peakiiHa Ha SPOCT, ArPECHBHOCT, APOKCH3MAITHA BB30yaa H QH3UICCKO HacUiue,
OOABABAINA C¢ cnen ymoTpeba Ha MuaasonaMm. Tesd peakmuu MoKe 1@ BHE3HHKHAT IpH
IPHIOKCHAC HA BHCOKH JO3M W/HIK NpH OBp30 HHKeKkTHpare. Hali-BHcOKa YecToTa Ha TakuBa
PCakiMe € ChoOImeHa Ipy JieNa H HallHEeHTH B CTAPYECKa BB3PACT.

IIpomeneno enumunupane na Mudazonam

EneMuHMpaHeTo Ha MMAa30llaM Moxe Aa Obae NpOMEHCHO NPH NAUCHTH, I10JyYaBallH
BEIECTBA, KOHTO MHXHOHpar wnH HEZymupaT CYP3A4 m Moxe Ja ce HalOXH [03aTa Ha
MHIa3071aM CHOTBETHO J1a Ce afjanTupa (BX. TOuKa 4.5).

EnviMunupaneTo Ha MEAazonaM MoXe CHOIO aa OBJe 3abaBeHO IpH TMAIMEHTH C YBpeleHa
9€pHOAPOOHA QYHKLMA, MATEK ChpP/EYeH AeCHT H IIPH HOBOPOACHH (BX. TOUKA 5.2).

Hedounocenu xopmauema u noeopodenu

IIopanu noBHImeRHs PUCK OT alHes ce MPeNopbhYBa HIKHOTHTEIHO BHHUMAaHHE, KOTATO CE
CCUPAaT HEJIOHOCEHH HOBOPDOJACHH H HEJOHOCEHH HEHHTYOHPaHH KBDMayerTa.
Heo0xomaMo € BHMMaTeNnHO HabmoneHwe Ha 9eCTOTATA HA AWINAHE H KHCJIOPOAHATA
caTypamms.

brp3oTo HEXeKTHpaHe TpsA6Ba fa ce H3GsATBa MpH HOBOPOACHH.

Hopoponenure npurexasaT HaMaleHa W/HIM He3paia OpraHHA byHkuugs B cBINO Taka ca
TYBCTBHTC/IHE KBM ABJIOOKHTE H NPOABIDKHTEIHE €deKTH Ha MHIA30JIaM BBPXY AHXaTEIIHATa
CHCTEMa.

MMa croOmenus 3a HeXeNaHH XeMOOHHAMHYHH CHOHTHE ca chOOIIEHH TIpH Jema Che
ChPACYHOCHA0BA HECTAOWIHOCT; NpPH Ta3d moOmyJands TpsAOBa fAa ce H36sTBa OBp30T10
HHTPABE€HO3HO IPHIOKEHHE.

Heya noo 6 meceya
IIpu Tasu nomynamus MHAAa30/1aM € [IOKa3aH 3a CeAallAs caMo B HH




Hena mox 6-Mecedna B3pacT ca ocobeHo YYBCTBHTEIHH KbM OOCTPYKIIMS Ha OHXATeTHHTE
bTHINA H XANOBCHTHJIAIMSA, NOPafAH TOBA THUTPHUPAHETO C MANKH YBEJIIMYEHUST HA J03aTa RO
lTORy4aBaHe Ha KIHHAYEH €(PEKT W BHHMATENHOTO HablonaBaHe Ha YeCTOTaTa Ha QUINAHE H
KHCJIOpOLHAaTa caTypamid ca 0co0eHO BaXKHH (BX. ChIO Touka Hedowocenu Kbpmayema no-

rope).

Eonogpemenna ynompeba ¢ anxoxon / oenpecanmu na ITHC
EnnoBpemenRara ynotpe6a Ha MHZa301aM ¢ AJKOXON w/am nenpecantd Ha I{HC Tps6Ba na ce
H3darea. Takosa emmoBpeMemHHO IPHIOKCHHC MOXEC Na 3aCHIH KIMHWYHHTE cpeKTH Ha

MH/Ia3071aM, KOETO MOXC Jia BKIIOYBA TEXKA CENalMd WM KIMHHIHO 3HAYHMA pecnHpaTopHa
AcTipecHs (BX. To4Ka 4.5).

Anamnesa 3a 3anoynompeba c arkoxon UNUHADKOMUYU

Kakro npu xpyrute OCH30ZMA3CNHHY, IPATOKCHAETO Ha MHIA30./IaM TpsiOBa Na ce H36arBa mpw
NIALUMCHTH C aHaAMHE3a 3a 3110ynoTpeba ¢ alKoXOM HiIH HAPKOTHIIA,

Kpumepuu 3a usnuceane
Cnex nomydaBaHe Ha MHAA30/1aM, IAHEHTHTE TpsibBa Ja 6pHaT HINHCBaHA OT GOIHMIATA HIH
JICKapCKHA KaOHHET caMo KOraTo Tosa e MPEIOPRIAHO OT JICKYBANIHA JIEKAP H aKO IAIIHEHTET € C

npuapyxurel. IIpenopsasa ce nammerTHTE M3 ce IIPUIPYXKaBaT, KOraTo ce BPHIIAT B KBINH CIEX
N3IHCBAHE.

4.5 BsammopelictBue ¢ apyrm JACKAPCTBCRH NPOAYKTH H APYrE (OpMH Ha
B3aHMOJCHCTBHE

Dapmaxoxkunemuunu e3aumodeticmeus

Munasonam ce MeraGomusupa or CYP3A4.

Nuxuburopn u unnykTopu Ha CYP3A MOraT ¢hOTBETHO Ja YBEJIMYaT H HAMAJIAT MIAa3MEHHTE
KOHICHTpAIHH, a OTTaM H e(eKTHTe Ha MHUAA30j1aM, KATO TOBAa H3HCKBA CHOTBETHO aJalTApaHe
Ha 2103ara. |

DapMAKOKHHETHIHHTE B3aHMOIEHCTBHS C HHXHOHTOPH HIM HHAYKTOpH Ha CYP3A4 ca mo-
H3Pa3CHHU CieX NMEpOpaTHO B CPaBHCHME C i.v. NPHIIOKEHAE Ha MHIa30/1aM, ocobeHO mopamu
HajnAgueTo Ha CYP3A4 B ropaurte otnenn Ra CTOMAIIHO-YPCBHMUA TPaKT. ToBa € Taka MOHEXe
IPH OCPOpaNHAA OBT HAa BEBCKIAHE C€ NMPOMEHS CHCTEMHHS KIMPBEHC H OHOHAIMIHOCTTA,
AIOKATO IIpH MAPEHTEPANHHUA BT HA NIPHIOKEHHE CE NPOABABAT CAMO IPOMEHHUTE B CHCTEMHHS
KmMpeHC. Ciiea i.v. mpHioxkeHHe Ha CIHOKpaTHa X033 MHJA300aM IOCICACTBUATA BBPXY
MaKCHMaJIHHS KIMHHYCH ¢(eKT, AbIDKAIMH Ce Ha nHxuOupane Ha CYP3A4, me 6nuar MaJIKH,
AOKATO IIPOXBDKHTENHOCTTAa Ha edexra Moxe ga ObIe yBenwdeHa. Cnen nmpoabDKATETHO
UPUIIOKCHHE Ha MHAa30/aM, o0ayve, IpH Haludue Ha MAXHGHpane sa CYP3A4 IIIe C€ yBEHYAaT
BE/IHTHHATA H HPOTB/DKHTEIIHOCTTA Ha eeKTa.

Hsama npoydsanms na dapMakoxWHeTHKAaTa Ha MMA3oNAM oon BmusHAC HA CYP3A4 cuen
PCKTATHO M HHTPaMyCKY/IHO IpHIOXeHHe. Ouakpa ce, 9¢ Te3H B3aUMONCHCTRHS nte ca no-cnabo
H3pa3CHH NpH PCKTANICH B CPaBHEHHE ¢ [IEPOpalieH BT HA BHBEXIAHE nopann 3a00HKaNdHEe Ha
CTOMAWIHO-YPEBHMA TPaKT, JOKATO CHEA i.m. IPHIOKEHHE epeKTHTE Ha H3MEHEHMETO MNOox
Bh3acHcTBHE Ha CYP3A4 He 6 Tps6Bano na ca 3HAYHTEIHO IO-pa3IMYHK OT HaOIONABAHHTE
CIe[ 1.v. IPHIOKEHHE HA MHA30TIaM.

ITopanu ToBa ce npenopruBa BHEMaTeIHO IIpoClcAsBaHe Ha
NPH3HANH IIPH ymoTpeba Ha MHAA30IaM, KATO CE HMa IIpEABAM, 9




Aa NPOJAB/DKAT 1O-ABJITO NMPH €AHOBPEMEHHO NpHIOXKEeHHe Ha HHXHOuTOp Ha CYP3A4, nopu n
aKo TOH € JJaJicH CaMo BeJHBK. TpsadBa Aa ce oTOeNekH, e MPHIOKEHAESTO Ha BUCOKH JIO3H HIIH
IPOAB/DKATENHA HH(Y3HI HAa MHJIa30/1aM NPH ITalHEHTH, MONYYaBalld MOIMHA HEXHOHTOPH Ha
CYP3A4, Hanp. npu HHTEH3HBHH I'PIDKE, MOXE Ja JOBEAC JO NPOAB/DKHTEIHH XHIHOTHYHH
eeKTH, 3a0aBeHO BH3CTAHOBABAHE W PECHHPATOPHA JETPEeCHs, KATO MOpajd TOBa CE Hasara
afanTHPaHe Ha J03aTa.

[lo oTHOmeHUWe Ha BMEAYKOHATA, TPAOBA Ka Ce MMa NpEABHA, Ye 3a NpoIeca Ha HMHIYKIHA ca
HeOOXONMMH HAKOJIKO JHH, 32 Aa ¢€ JOCTHIHE MAKCHMAJIHHS €eKT H CHINO TAKA HAKOJIKO JHH,
3a 112 OT3BY4H. 3a pa3jiHKa OT HAKOJKOAHEBHO JICUCHHE ¢ HHAYKTOP, OYaKBa € KpaTKOTpaliHOTO
JICICHHE Ja JoBene N0 Mo-ciabo H3pa3eHH B3aMMOACHCTBHA THI ,,JIEKAPCTBO-JIEKAPCTBO” €
MHasonaM. [Ipy MolmHWTE HHAYKTOpH, oOade, He MOXe Ja Ce H3KMOYH KIMHHYHO 3HAYMMA
HHIYKIIHA AOPH H ClIed KPaTKOTPaWHO JICYCHHE.,

He e u3pecTHO MH1a3071aM ja mpoMeHs (hapMaKOKHHETHKATA Ha APYTH JEKapCTBa.

Jlexapcmea, xoumo unxubupam CYP3A4

Aszonoeu anmumuxomuyu

* KeTOKOHAa30/1 yBeIHYaBa IUIa3MEHATE KOHIIEHTPAIIHA Ha HHTPABEHO3HO MPHIIOKEH MUAA3071aM
> NBTH, KATO TCPMHHAJHHUAT NOIYXHBOT CE€ YBeJIHYaBa OKOJIO 3 IBTH. AKO MapeHTepaseH
MHJIa30JIaM €€ MPIJIOKH €IHOBPEMHHO ¢ KETOKOHAa30J, MomeH uaxubutop Ha CYP3A, ToBa
TpA0Ba A3 C¢ H3BBPIIH B METCH3HBHO OTJE/IeHHE WM NpPH MOZOOHH YCIOBHS C OCHTYPEHH
BB3MOKHOCTH 33 CTPHKTHO KJIHHHYHO HaOMIOACHHUE M 3a NOAXOAAMO MECAHIIMHCKO JICYeHHE NPH
PeCIUpaTOpHa JENpecHs H/HIH MPOALICKWTENHA ceramma. TpaGsa sia ce MMaT HpeOBHK
BHMMATEIIHO JIO3HpaHe H ajalTHpaHe Ha N03aTa, 0COOEHO NpH 1.v. NPHIOKEHHE Ha I0OBeYe OT
elHa no3a MHAasonaMm. CHIATE NPENOPHKH MOXE Jila C€ OTHACAT W JO APYTHTE a30JI0BH
AHTHMHKOTHIIH (BH)KTE NO-HATATHK), Thif KaTO HMa CHOOIMERNA 3a 3aCHJICHH, MaKap H IO-MaJKO
Ha Opo#, cefaTHBHE €(DEKXTH IpPH 1.V. TPHIOKEHHE HA MAZA30JIaM.

¢ Bopuxonazon noBMmaBa €KCHO3HIHATA Ha MHTPABEHO3€H MHAa30JMaM 3 IIBTH, Karo
CTMMHHALIUOHHUAT MY NONYXKHBOT C€ YBEJIHYaBa OKOJIO 3 IIETH.

o (DnykoHa301 H HTPAKOHA30]l YBEIHYABAT IUIa3MEHHTC KOHIEHTPAHH HAa HHTPABEHO3CH
MHZa307aM 2 — 3bTH, ¢ €AHOBPEMEHHO YBEIHYCHHE HAa TCPMHHAIIHASA HONYXHBOT CHOTBETHO
2,4 TbTH 33 HTpaKoHa3on # 1,5 muTH 3a IyKOHA30II.

¢ Jlo3akoHa30N yBeMMYaBa IUIA3MEHATE KOHIEHTPAHH H2 HHTPABEHO3EH MHAA30J1aM OKOJIO 2
IBTH. |

e Tpabpa na ce mMoMHA, Y€, aKO MHJA30JaM C¢ MPHIIAra IepOPATHO, eKCIO3NIUATa My e Obae

APACTHIHO MO-TONSAMa OT CHOMEHATHTE IO-rope, 0COOEHO NpH KETOKOHA30), HTPAKOHA30J,
BOPHKOHA30J1.

MunasonaM aMITyJIH He ca HOKA3aHH 3a NEPOPaIHO MIPHIIOKEHHE,

Maxponuouu anmubuomuyu
o EpuTpoMunHH € IpeAN3BHKAN YBEIUYCHAE Ha IUIA3MCHATE KOHIEHTPAIIHH HA HHTpAaBeHO3¢H
MHZa301aM OkoJO 1,6 —2 TETH B Ha TEpMMHAITHAA IOJY>KHBOT Ha MAZa3onaM 1,5-1,8 meru.

e KiapuTpoMHIEH € yBeNHqnN IIa3MEHNTe KOHLECHTPAllHN Ha MHIA30/aM ¢ 0 2,5 IbTH M
Ha TEPMHHAHHASN NONY>XHBOT 1,52 mrTH.

JIOMBITHUTeNHA HHPOPMAIINS OT NEPOPATHO IPHIOKEH MHUIA30/1aM
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* PoxcaTpoManuH: Benpeku de HiMa HHPOpMAIHS 32 NPUIOKEHHE HA POKCHTPOMHIIMA H 1.V,
MHJa30/1aM, CHa0HAT eQeKT BBPXY TEPMHHAIHHS MOMYKUBOT HA [EPOpaNHO IIPHIOKEH
MHJa30/1aM TabneTky, Boaem A0 nopumenne ¢ 30%, nmokassa, 9e edexTaTe HA POKCHTPOMHLIMH
IMPH HHTPaBEHO3CH MHAA30JIaM MOJXKE J1a Ca MAJIKH.

HIV npomeasnu unxubumopu

* Caxsupaup ®H apyru HIV mporeasam muxnbmropn: EZHOBpeMEHHOTO OPHIOKEHHE C
IPOTCa3HH HHXHOMTOPH MOXE Ja NpEAM3BHKA TOJIMO YBENTHYEHHE HA KOHIEHTPALHAATA HA
MuZa3onaM. [Ipu eqHOBpeMEHHO NPHNOXEHNE C JIONMHHABHD, TIOACHIBAIY eheKTa Ha PHTOHABHD,
IIaSMCHATC KOHICHTPAallHH Ha HHTPABEHO3CH MHAA30/laM C€ YBEJIHMYABAT OKONO 5,4 mEBTH,
CBBP32HO C NOROOHO YBENWYCHHE HAa  TEPMHHAIHHA IOMYXHBOT. IIpH eAHOBPEMEHHO
MpHIOXKCHHE HA NIapeHTCpaleH MEAazonaM ¢ HIViporeasar nuxnburopu nevyennero tpabea aa
Cé H3BBPIIBA MNpH YCIOBHA, MOAOOHH HA ONHCAHWTE MO-TOPe B  pa3jena 3a asoJOBH
AHTHMHKOTHIIH, KETOKOHA3O0IL.

Honwmmurenna HadopMalHs OT IepopaaHO OPHIOKEH MANA30JIAM

B3 ocHoBa Ha Ja#AuA ot ApyrH uExaGHTOpH Ha CYP3A4 ce 09aKkBa IIa3MeHHTe KOHLICHTpaUH
Ha MH/a301aM Jia ca 3HaTHMO ITO-BHCOKH, KOraro MHAa3oNaM ce npusara nepopanHo. [Topaau
TOBa NMpPOTEa3sHHTe HHXHOMTOPH He TpAGBa na ce NpHNaraT €AHOBPEMEHHO C IEPOPAIHO
IIPHIIOXKEH MHIA30J1aM.

Kanyuesu aumazonucmu

o Jurtnasem: EmmokpaTHa 1033 JHNTHA3EM yBeNM9YaBa IUIa3MEHATa KOHLCHTpAIMi Ha
HHTPaBCHO3CH MAA30J1aM C OKONO 25%, a TEpPMUHAIHHAT HOJMYKHBOT C€ YALIKARa ¢ 43%.
JomsHuTenna naopMaIms OT NEPopaieH MAA30IaM

* Bepanammi/auiTraseM yBeTH4aBaT MIa3MEHATA KOHNEHTpAmMs Ha MEpOpaieH MHIA30IaM 3
H 4 ObTH, CBOTBETHO. TepMHHATHHAT NONYKHBOT Ha MHJA30aM ce yabDkaBa ¢ 41% u 49%
CBOTBETHO.

Pasauunu nexapcmea/bunkosu npenapamu

* ATopBacTaruH MoKasBa 1,4 DOBTH YBeNHMYEHHE HA IUIA3MECHHTE KOHLCHTDALMH HA
WHTPAaBEHO3CH MHAA30J1aM B CpaBHEHHE ¢ KOHTPOJIHATA TPYIIA.

JonsmaAaTeHa HHPOPMALU OT HepOpaneH MHAAZ0IAM

* Hedasogon ypenmuaBa mia3sMeHUTe KOHIIEHTpANMH Ha IEpopaleH MHZasonaM 4,6 IbTH H
YABJDKaBa TEpPMHHATHHSA MY NMOJYXKHBOT 1,6 MBTH.,

e AmpenntanT 80 mg AHEBHO yBenHYaBa 03a-3aBHCHMO IUIA3MEHHTE KOHNEHTDPAIMH Ha

IEPOPATIHO MPHJIOKEH MHAa30iaM 3,3 OBTH H YABDKaBa TEPMHHANHHUSA IOJYKHBOT OKOJIO 2
IBTH.

Jlexapcmea, koumo unoyyupam CYP3A

* Cnen npuroxenne Ha pudammuueEH 600 mg BeAHBX MHEBHO 3a 7 JHH CE€ HAMAJIIBAT
IUVIA3MCHHTE KOHICHTPAOWM HAa HHTPAaBEHO3€H MHJazonaM ¢ okono 60%. TepMumammust
MOJY>XHBOT C€ HaMagBa ¢ okoio 50-60%.

HomsmauTenEa nHGOpMAHAs OT epopaieH MUAA30MaM

e PudbamMmunmH e moBen A0 HaMalleHWe Ha ILIa3MEHUTE KOHOEHTpallMH Ha NepopajcH

MHJa3onaM ¢ 96% IpH 3ApaBH JIHLA, KATO IICHXOMOTOPHHTE MYy e(heKTH ca H3Ue3HAIH IOYTH
HaIbJIHO.




* Kapbamasenmu / denuronn: MHoroxpatao mpunoxerne Ha KapbaMazenuu und GeHMTOMH

BOIH N0 HaMajICHHE Ha IIa3MCHHT¢ KOHLEHTPAallMA Ha IEpOpaieH MHIA30JIaM C o 90% wu
CKBCSBA TEPMHHANHHS NOJYXHBOT ¢ 60%.

* Edasmpenn: IletkpatHoTo yBemMueHHe Ha cHOTHOWIEHHeTO Ha CYP3A4 reHepHpaHus
METa0ONHT O-XHADOKCHMHIA301aM KbM  MHEAA30JIaM NoTBEpXKAaBa Heroua CYP3A4

HHIYIHpAm eQeKT.

bunxoeu npenapamu u xpana

¢ JXBITHST KAHTApPHOH HaMaJIgBa MIa3MEHHTE KOHIICHTpALlMH Ha MHJa30/1aM ¢ okoxo 20-40%,
4 TCPMHHAIHHA NONMYXKHUBOT € 15 - 17%. B 3aBHCHMOCT OT KOHKPETHHS €KCTPAKT Ha JKBIITHA
KauTapHoH CYP3A4 ungynppamust edekt Moxe Ja BapHpa.

DapmakoOuHaMuynu 83aumodeticmeus Aexapcmeo-nexapcmeo”

EMHOBpEMEHHOTO DpHNOXEHME HA MHIA30JIaM C APYTH CeRaTHBHH/CHHOTBODHH CPEACTBA M
aenpecanTd Ha LIHC, pxmoumrenHo anxoxonm, Moxe na moseae 70 3acmiena cejanud H
pecmapaTopHa ACHPECHH.

llpuMepuTe BKIIOYBAT HAPKOTHYHM IIPOH3BOJHH (HC3aBHCHMO JalM Ce H3MNON3BAT KaTo
QHAITCTUIH, CPCACTBA MPOTHB KAILTMIA HIM KATO 3aMECTHTENHO JICYCHHE), aHTHIICHXOTHIIA,
ApYTH OCH3ONHA3CIHHHA, HIMOJ3BAHH KATO AHKCHONHTHOM MM CBHOTBOpHH, OapOurtyparw,
npono¢os, KeTaMHH, ETOMHAAT, CEaTHBHK aHTHAenpecanTH, Hl-antHxucTaMunn ot mo-crapu
NOKOJICHHS B aHTHXHICPTCH3WBHH JIEKapCTEa ¢ [IEHTPaIHO AeHcTRHE.

AJIKOXOTBT MOXeE 3HAYHTENHO [a 3aCHIH CEIaTHBHHS edbexT Ha Mupmazonam. [IpmeMBT Ha
aIKOXO0JI TPAOBa HAITLIIHO Aa ce H36ArBa MpH M3I0N3BAHE HA MIAA30JIaM (BX. TO9Ka 4.4).

MmnpasonaM nNOHMXAaBa MHHHMANHATA ANBEOJNAPHA KOHIICHTpAIlN] Ha WHXAJATOPHHTE
aHECTECTHIIH.

4.6 BpeMeRHOCT H KbpMeHe

HamMa mocTaTh4HO NaHHM 38 OEHKA Ha 6e30aCHOCTTA Ha MEIA30/IaM 10 BpeMe Ha OpeMEeHHOCT.
IIpoyyBaHHsATa BEPXY JXMBOTHH HE IIOKA3BaT TEPaTOreHeH e(eKT, HO KAaKTO IpH APYTHTE
OeH3onnasenrny e HabmonasaHa deroTokcuunoct. HaMa NaHHH 33 eKCIOZMIAS HA OpeMeHHH
)KEHH IIpe3 IIBPBHTE IBC TPHMECETH Ha OpeMeHHOCTTa.

Hma cpobmenns, 9e npunaraneTo Ha BECOKH JO3H MHAA30JIaM Ipe3 MOCHEAHOTO TPHMECETHE Ha
OpeMEHHOCTTa HIIH IO BpEME Ha paXkJlaHe, HiIH KOTaTo Ce npuiara 3a yBOA B aHECTE3HATA [IPH
LIC3apOBO CEYCHAC, IPSAM3BHKBA HEXCIIAHH CHOMTHA 32 MaitkaTa M IWIoAa (PHCK OT HHXATHpAHE
IpH MaHKaTa, HCPHTMHYHA CBpACYHA HOEeHHOCT Ha IUIOAA, XMIIOTOHHS, JIOMIO cydewe,
XHIIOTCPMHA H PECITHPATOPHA JCIPECHA OPH HOBOPOAEHOTO).

OcBeH TOBa HOBOPOAEHH OT MalKH, KOHTO Ipe3 HOCHEIHHAS €TAIl OT OpeMeHOCTTa C¢a B3eMalid
XPOHMYHO OCH30/[HA3ENMHM, MOXC BeYe Ha Ca PasBHIM (PH3MIECKa 3aBHCHMOCT M 12 Ca
W3NIOKCHA HA H3IBCCTCH PHCK OT Pa3BHTHE Ha CHMIITOMH Ha OTHEMAHE B IOCTHATATHHA NEPHOL.
CnenoBarenno, MMAa3onaM MoXe 1a Ce NPHIAra Mo BpeMe¢ Ha OpEeMEHHOCT, aKO TOBa €
KaTeTOPHIHO HEOOXOXMMO, HO € MpENmOpBIATeNHO Ja ce H36ArBa ymoTpebara My HOpH
H3BBPIIBAHE Ha LE3apOBO CEICHHE.

Ilpn npunoxenue Ha MHAA30MaM IOpagH XHPYPrUYHA onepauns 61H30 A0 TepMuHA TpsOBa Ka
C¢ HMa NpPeJBH/ PHCKA 32 HOBOPOAEHOTO.
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MpjasonaM IPOHNKBA B MANKH KOMHYECTBA B MANTHHOTO Misko. MalfkuaTe- KppMaykH Tpa6ra
na ObaaT crBeTBaHY Ja NPEKBCHAT KBPMEHETO 3a 24 yaca creq yrotpeda Ha MUNA30J1aM.

4.7 E¢extn BBpxy cmocobnocrTa 33 mopupane 7 padora ¢c MRIMANA

Cennpane, aMHe3Hs1, yBpeeHO BHEMaHHE U YBpPEIEHa MYCKYyJIHA (YHKIHSA MOTAT /1A IIOBJIHSIAT
HeOMArOmpHATHO CIOCOGHOCTTA A4 ce modHpa Wi Aa ce paGoTH ¢ MamuHM. IIpenu aa nomyawm
MHJla30/1aM NAOHEHTHT TPAOBa Jia 6be mpeAynpeneH Aa He modHrpa H Aa He paboTH C MAIKHH,
JIOKaTO HE C€ BB3CTAHOBH HABJIHO. JlekapsT Tpsa6Ba Ja IpeneRn Kora MOxe Ja ce Bb30OHOBAT

Te3n aedHOCTH. [Ipemoprusa ce manHeHTHT na OpAe IpRApYXaBaH, KOTATO Ce BpPBINA BKEIIH
CJIE H3THCBAHETO OT OONHUNATA.

4.8 Hexenann JexapcTBeHn peaxnun

Cpofmapa ce (MHOrO psgko) 32 BLIHAKBAHE Ha CACMHHUTS HEKENMAHH peakuHH Cclex
HHDKCKTHPAHE HAa MHIA301aM:

Hapywenun wa umynnama cucmema: TCHCPANTN3HPDARH PEAKIMH HAa CBPBXYYBCTBHTEIHOCT
(KOXKHH peaklHH, CPACTHOCHIOBH peakiiH, OpoRXocna3snM), aHahHIAKTHICH IIOK.

Hcuxuynu napywenus: CretosHue Ha o0BpkBaKe, eyGopHIHO HACTPOESHHE, XAOMHHALIHH.

NMa cpoOmeHms 3a mapapokcamnm PCaKIMH KaTO aXHTalHs, HEBOJECBH JBHKCHHS
(BKIIOYHTENHO TOHMYHO/KJIOHWYHHE JBIXKEHHS M MYCKYICH TpPEMOp), XHIEPaKTHBHOCT,
BpaXAeOHOCT, peakiuy Ha SPOCT, arPeCHBHOCT, [TAPOKCH3MANHO BH30OYKACHHE H (DH3IMIECKO
HacH/IHE, 0COOCHO NPH /IeTa M MALHEHTH B CTAPYeCcKa BB3pAacT.

3aBHCHMOCT: M3momsBaneTo Ha MEmasonam, ROPH B TEPANCBTHYHH [O3H, MOXE Aa AOBEJE IO
PasBHTHE Ha ¢Qu3mdecKa 3aBHCHMOCT. Cren NPOAB/DKHTCIIHO HHTPABEHO3HO IPHIIOKEHUE,
NPEKBCBARE, 0COOERO BHE3AMHOTO NPEKhCBaHe Ha yHoTpeOara Ha HPOXYKTa MOXe Ja HOBeIe 0
CHMITTOMHM Ha OTHEMAHE, BKIIOTHTEITHO IrbpYoBe (BXK. TOUKA 4.4).

Hapywenus na wepenama cucmema: NPOABIDKUTENHA CeAandd, HaMaleHa OAHTENHOCT,
CBHIIMBOCT, [7aBOOONHe, 3amaiiBaHE, aTaKCHA, NOCTONECPATHBHA celamusd, aHTeporpagHa
dMHE3Ml, INPONB/DKATCTHOCTTA HA KOATO € MPSKO CBBP3aHa ¢ NpHNTOXEHATa Jo3a.
AHTepOrpajHATa aMHE3HS MOXE Ja € BCE Ome HAMHIE B Kpasd Ha Ipoueaypara, a B OTIEIHH
ClIy4aH ce ¢po0IaBa 3a MPOALDKATEI/HA AMHE3HA.

Cnobmapa ce 3a rbpuoBe IpH HEAOHOCCHH KbpMadJeTa ¥ HOBOPOJICHH.

Cupoewnu napywenus: Br3HHKBaIM ca TEXKH KapIHO-peCIHPATOPHHU HEXeNaHH chOuTHA. Te
BKIIIOYBAT CHPACUCH apECT, XHIOTOHNA, OpaJuKap/aas, Ba30{H/IATAIH.

Ilo-BeposTHO € KHBOTO3aCTpamaBAIM CHLCTOSHHS 113 Ce MOSBST NpH BB3pacTHH HaX 60 roxuHm
¥ npu OOJIHM ¢ NpeAulecTBama PeCIMpaTOpHa HEAOCTaTHIHOCT HIH YBpeAeHa ChLpAcuHA
$yHKIES, 0COGEHO KOTaTO HINKEKIIHATA CE IIPABH MHOTO OBP30 WM KOraTo ce mpunara BECOKa
no3a (BX. Touka 4.4).

Pecnupamopnu napywenus: VIMa CrOOIIEHHS 33 TeXKH KapaHO-peCIHPATOPHH HEXKCIIaHN

CEONTHS, BKIIOYHTENHO PCCIIHPaTOpHAa NENMPECHd, amHesd, DPEeCHHDATOPEH apecT, AHCIHES,
JIapHHrocnasiM. [lo-BeposTHO € JKMBOTO3acTpamaBamu CHCZE eV 7, BoIHAKHAT TIpH




BE3PaCTHH Hax 60 roguHm B npE GoNHH ¢ npemmecTBama pPeCIHpaTOpHa HEAOCTATHYHOCT HJIH

YBpeZIcHa ChpACYHA PYHKUHUA, 0COOEHO KOTATO MHXKEKIIMSTA Ce IIPaBH TBHpJAE OBP30 HIH KOraTo
C€ IpHJiara BHCOKa 03a (Bxk. Touka 4.4). Xsmane.

Cmomawno-upeenu napywenus: rauese, NOBpBINaHe, 3aMeK, CYX0Ta B yCTaTa.
Hapywenua na xoxcama u nodxoscnama mvkan: KOXeH 0OpHB, ypTHKapHSL, CBPOEXK.

Obwu napywenun u egpexmu na mscmomo ua npunojicenue . ymopa, cputeMa M 6ONKa Ha
MACTOTO Ha HHXXEKTHpPaHe, TpoMGodneOHT, TpoMBo3a.

Hapansearnus, ompassnus u yCRONCHeHus, 8b3HUKHANY € pesyamam na unmepsenyuu; [Topumen

PHCK OT mazaHe ¥ ppaxkTypu ce orOens3Ba IIPH MallMCHTH B CTapYeCKa BB3PACT, M3IIOJI3BAIIH
OeH30qHA3CTIHHH.,

4.9 Ilpeaosnpane

Cumnmomu

Kakto apyrure GeH3ommazenmHn, MHIa30/IaM OCHKHOBEHO NPCAN3BHKBA CHHIIHBOCT, aTaKCHd,
AN3apTpHsi H HUCTareM. Ilpenosmpanero Ha Mmpmazonam psmko e XKHBOTO3aCTpallaBaIIo, aKo
JICKapCTBOTO € NPHETO CaMOCTOATENIHO, HO MOXE Ja I0BeAe N0 apedaeKCHs, alHes, XHIOTOHHS,
KaplMO-peClIHpaTOpHa NENPECHA K B DPEAKH Ciydan A0 koMa. Ilpu mossa Ha koma, TH
OOHKHOBEHO IPOXBIDKABA HAKOJKO 9aca, HO MOXKeE Z1a Ohe NpOTpaxupaHa H HHKJIHYIHA, 0cOBEeHO
pH  MaOHEHTH B cCrap9ecka Bu3pacT. Edekrare Ha pecmupatopHa pgenpecus Ha
O€H30HA3EMHHATE ca IO-CEPHO3HH NIPH NANMEHTH ¢ pecaHpaToOpHO 3ab60n9Bane.,
bensonnasenuuuTe 3acHIBAT eeKTHTE Ha APyrHTe ACTIpECAHTH HA NEHTPANHATA HEpPBHA
CHCTEMA, BKIIFOYHTEIHO AKOXOIL.

Jevenue

[Ipocnensasar ce )XH3HEHHTE MPH3HANA Ha DANHEHTHTE H Ce npeanpueMar NOAIbpKAIH MEPKH
CIIOPCA KIHHHYHOTO CBCTOSHHE Ha mamueHTa. Ilo-cremmanno, mammentHTe MOXeE Na HMAT
Hy&Ja OT CHMIOTOMATHYIHO JICYCHHE HA KapAHO-PECIIHPaTOPHHTE edeKTH MM edeKTHTE Ha
LEHTpaHATa HEPBHA CHCTEMA.

IIpn nepopanien npueM, Tpa6Ba fa ce NIPEOTBPATH HO-HATATHIIHATA pe3opOHUs Mo NoaXoAs
HaYHH, HalNp. NeYeHHe X0 1-2 9aca ¢ akTHBEH BBLIVICH. AKO aKTHBHHUST BBLIJICH Ce HAMO3BA §10) |
SaMadHN DAIHCHTH, 3alIHTAaTa HA AHXATeHATE IFTHINA € 3aABDKUTENHA. B ciyyaif Ha cMeceHo
NOTIIBIAHE MOXKE Na Ce NPEABAM CTOMAINHA IPOMHBKA, HO HE KATO PYTHHHA MSADKA.

llpun Texka nenpecms ma I[HC Tpsbea ma ce mma npeasny ynmorpebara Ha ¢ymMaseHun,
OeH30AHa3enMHOB AHTATOHHUCT.

ToBa Tps6pa fa ce H3BBLPMH caMO NP CTPOro HabIIOACHHE HA CHCTOSHHETO Ha namuenTa. Toi
¥Ma KpaTbK MOMYXHBOT (OKOJNO €[HH Yac), IIOPald TOBA NMALMEHTHTE, HA KOHTO e IIPHIIOKEH
(ayMasernn ce HyXnaar or HabIIOAeHHE ClIen OT3By4aBaHe Ha eexra My. Dirymasenun Tps6sa
Aa CC H3NOJ3Ba H3KMOYNTEHO BHHUMATENIHO NPH HAJHMYINE HA JIEKAPCTBA, KOMTO HAMAJIIBAT
I'BPUOBMA npar (HaOop. TPUNMIINYHM AHTHICTIPECAHTH). 3a JONBIHHTEIHA HHpOpManHs
OTHOCHO NpaBH/IHATA YNOTpeba Ha TOBa JIEKapCTBO, HAIIPABETE CIIPABKA C uHpopManuATa 3a
NpenmcBage Ha haymazeHu. S
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5. DAPMAKOJOIHYHH CBOUCTBA
3.1 PapMakoAREAMBEYHE ¢BOHCTBA

QapMakoTepalleBTHYHA Ipyna: XHNOHOTHIM H CEAATHBHE cpeacrsa  (NPOH3BOAHH Ha
benzognazenuanuTe), ATC xox: NOSCDOS.

MpunazonaM e aepuBaT Ha UMHIa300eH30Ma3eriMHoBaTa rpyna. CerobonHara 6aza e nunodmina
cyOcrannus ¢r¢ cnada pasTBOPAMOCT BEB BOJA.

OCHOBHHAT a30T Ha BTOpa NO3HNHUA B CHCTEMaTa Ha HMHEAA300€H30QHA3CIHHOBHSA IIPHCTEH
MNO3BOJIIBA aKTHBHOTO BEMIECTBO MHJIa30JiaM Ja oOpa3yBa BOJHOPA3TBOPHMH COJTH ¢ KHCCIIMHH,
Te obpazyBar cTabUIHH HIDKEKIIHOHHH pa3TBOPH H Ce MOHACHT nodpe.

OapMakoNIOrHIHOTO AelCTBHE HAa MHIA30/iaM C€ XapaKTEepH3Hpa € KparTKOTpaHHO IAcHCTBHE
nopagn 6sp30T0 My MeTaboHTHO TpanchopMEpaHe. MHazonaM HMa CEJaTHBHO H ChHOTBOPHO
IeHCTBHE ¢ N3pa3cHa HHTEH3HBHOCT. TOH mpoABsABa CHUIO AHKCHOJIMTHICH, AHTHKOHBYJICHBCH H
MHeopeslakcupan e(pekT.

Cnen HHTpPaMYCKYJHO HJIM HHTPABEHO3HO IIPHJIOKECHHE HACTBIIBA KPaTKOTpAaHHA aHTeporpagHa
aMHe3Hs (MalHeHTHT He CH CHOMHSA CHEOHTHA, KOHTO Ca ¢¢ CIIYYH/IH 110 BpeMe Ha MAaKCHMAITHOTO
OeHCTBHE HA NPOAYKTA).

5.2 PapMaKkOKHHETHYHH CBOHCTBA

Pe3opbyus cned unmpamyckynno npunodcenue

Pezopbnngra Ha MHAA30JIaM OT MYCKyJIHaTa ThKaH ¢ 6pp3a H MbiHA. MakCHMAIHHTE Ia3MCHH
KOHIIEHTpanueA ce moctHrat a0 30 mMuHyTH. AOCOo/moTHATa OHOHANHYIHOCT Cllell MYCKYJIHO
IpHiIokeHue € Hax 90%.

Pe3zopbyus cned pexmanno npuaodicenue
Cnen pexraliiHO IPHIOKEHHE MHAa3zolaM ce pe3opbupa OBp3o. MakcEManHara INIa3MECHA
KOHLCHTpauHs ce nocTura Ao 30 muayTH. AGcomorHaTa GHoHANHYHOCT € 0K0/Io 50%.

Pasnpeodenenue

Koraro MEZazosaM ce HE)XKEKTHpa HHTpaBEeHO3HO, KpHBaTa IUIa3ME€Ha KOHIICHTpallHUs-BpeMe
IOKA3Ba €JHAa HIIH ABE ACHH a3y Ha pasnpeneneHuc. O0eMbT Ha pasnpeseieHHe B paBHOBECHO
coctogame € 0,7-1,2 kg, 96-98 % ot MmpmaszonaM ce CBBp3Ba C IUIa3MCHHTC NPOTCHHA.
OcHOBHAT2 9acT OT CBBP3BaHETO C ILIA3MEHHTE NMPOTEHHH ce Naja Ha anbyMuHa. Munaszonam
npeMHHABAa 0aBHO H B HE3HAYWTENIHH KOJIMYECTBA B IEepeOPOCIIMHANHATA TeYHOCT. Jloka3aHO e,
Yye OpH XOpa MHAA30/aM IIpeMHHaBa OaBHO IIpe3 IUIAlIEHTATA H HABJIH3a BBHB (ETaNHOTO
KpbBOOOpamenne. MaJkp KoJIp4ecTBa MHA30JIaM ca YCTAaHOBEHH B MAHIHHOTO MJISKO.

Memaboruzvm
MuznazonaM ce eMMHHHPA IIOYTH HAMBJIHO 4pe3 MeTabonu3upane. YCTaHOBEHO €, Y€ 9acTTa OT
103aTa, eKCTpaxupana ot yepHua Apod, e 30-60%. MunazonaMm ce XHAPOKCHIHMPA OT H30CH3HM
Ha mutoXxpoM P4503A4 u OCHOBHHAT MeTaboOMHT B YpHHAaTAa H IUla3Mara € -
XHApOKCHMHAAazoNaM. InasMeHnTe KOHIEHTpanu: Ha O-XMAPOKCHMHMAasonaM ca 12% ot Te3n
Ha H3XOJHOTO CheAMHEHME. AJ(a-XHAPOKCHMHAA30MaM € (apMakoJOTHIHO AaKTHBEH, HO
OONpHHacA camM0 MHHHMamHO (okoyno 10%) 3a egexTHTe oJlaM, TIPHJIOXKEH
HHTPABEHO3HO.,
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Enumunupane

(60-80% ot HHIXCKTHpAHaTa 103a) U Ce OTKPHBA MON dopmaTa ua TTIOKYPOKOHIOTHpPaH aja-
XUApOokcuMuaasonaM. Ilog 1% ot gosara ce OTKPHBa B ypHHATa KaTO HENPOMEHEHO JEKapCTRO.
Bpemero Ha nonyxusoT Ha (X-XHAPDOKCHUMHAA30/1aM € MO0-KPaTko oT 1 yac. Korato Mupazonawm ce

1IpHara 4pe3 UHTPaBEHO3HA HHAY3HA, KHHETUKATA MY Ha CTUMUHUPAHE HEe Ce OTIMY4BA OT Ta3Y
cjieq 0ONyCHA HHKeKLu4.

Dapmarxoxunemuxa RpU CREYUATHY nORYyIayuy

Hayuenmu ¢ cmapuecka 8v3pacm

Ilpy naunenrw Han 60-ronumua BB3PACT BPEMETO Ha NOJYXHBOT MOXe 1a OBle yaBIXKeHO 10
YeTHUPU TIHTH.

Hoeopooenu

Ilpn HoBOpOKEHN Bpemero Ha MONYXKHUBOT € cpeHo 6-12 yaca, koeTo BEPOATHO C€ IBIDKH Ha
HE3PANOCTT Ha YEPHUS P06, a KITUPHHCBT € HAMAICH (BX. TOuKa 4.4),

layuenmu cvc samnvemasane |

CpeaHoTto Bpeme Ha MONYXHBOT € MO-roJIAMO HPH 3aT/IbCTENH R CPaBHCHHE C HE3aTIbCTENH
nauuenTy (5,9 cpemy 2,3 waca). Tora ce ABIDKH Ha yBENIWYaBaHe ¢ MPUOIH3IMTENHO 50% Ha
obeMa Ha pasnpenenenue, KOPHIHpaH ¢ 00IOTO TeNnecHO Terio. KnupbHCBHT He ce pasnvyasa
SHAYHUTETHO TIPU 3aTNBCTENH H HE3ATITBCTE Y NalUWEHTH,

layuenmu ¢ vepnodpobuo yepeoicoane
Bpemero Ha noayxusor PH UUPOTHYHH NALMEHTH MOXe 1a Oble YABIKECHO, 8 KIHPBHCHT ITO-
MaJTbK B CDABHEHHE C TE€3H MOKA3ATENH TIpH 3[paBu NOOPOBOLIM (BK. TOYKA 4.4,).

TOBA IPH 3ApaBH K0OPOBOJILUM.

Kpumuunobonuu nayuenmu
Bpemero Ha nonyxuBot Ha Mupazonam e YABJKCHO [0 6 MbTHU IIPH KPUTHUHOOOTHH.

Hayuenmu cve copoeyna HedocmamvyHocm
Bpemero Ha nonyxusor e YABJKCHO NPH NAUUEHTH CBC

CPaBHEHHE CBC 3ApaBH 10OPOBOIIM (BX. TOUKA 4.4).

3.3. IlpeaAkTMANYHY NaHHH 34 DezonacHocT




Hsma NMPpCAKIHHUYHHA JaHHH, KOUTO HMaT OTHOIICHHC KBM IPEAITUCBAINUA JICKAp, OCBCH TC3H,
KOHTO BCYC Ca BKJIIKOYCHH B JPYIUTC DA3JCIIH Ha KpATKaTa XapaKTCPHCTHKa Ha IIPOAYKTA.

6. DPAPMAIIEBTAYHH JAHHHA

6.1. CouchK HA NMOMOIHATE BEHECTBA

Hatpues xnopun
XJIOpOBOAOPOHAE KHCEIHHA

HaTpueB XuApPOKCHA
Boxa 3a HEDKEeKuH

6.2 He¢cbBMECTHMOCTH

Dormicum HEKEKIIHOHEH pa3TBOp He TpAOBa na ce pa3pekga ¢ Makpoaekc 6% B
IEKCTpO3a.

Dormicum HHXEKIHOHEH pa3TBOpPHE TpAOBa Ja ce CMecBa ¢ aJKaJHH pa3TBODH.
Muazonam npenunaTHpa ¢ HaTpAEB OHKapOoHAT.

Dormicum HEKeKIHOHEH pa3sTBOp He TpAOBa Aa ce CMeCBa C IPYTH pasTBOpH, C
H3KJIOYEHHE Ha Te3H, IOCOYEHH B TO4Ka 6.6.

6.3. Cpok Ha rognocr
> TOOHHH.

Paspenennsar pasTBop € XHMHIECKH H QU3HIeCKH cTa0MiIeH B POALIDKEHHE Ha 24 daca

Ha cTaliHa TeMieparypa Wi 3 a4 Ha 5°C.,

Ot MHUKpOOHOIOTHYHA TiIeHA TOYKa NPOAYKTHT TpAOBa Aa ce u3Moa3pa He3abaBHO. AKo
He ce H3MOJI3BAa BeJHara, BPEMETO H YCJIOBHATA 3a CHXpaHCHHE Ipean ynorpeda ca
OTTOBOPHOCT Ha MOTPeOHTEN U OOBKHOBEHO He TpaOBa Jfa IpepHmasar 24 Jaca NpH 2-

8°C, oCBEH aKO pa3peXAaHETO HE € H3BBPLIICHO NMPH KOHTPONHpAHH H BaIHAHpPaHH
aCeIITHYHHE YCIIOBHA (3a paspexaaHe, BXK. ChIIO TOYKA 6.6.).

6.4. Cnenna/IHE YCJOBHA 38 CHXpPAHEHHAE
Jla ce cpXpaHaBa 110 30°C.

6.5. lannn 32 onaKoBKATA

AMIyjm OoT 0€31BeTHO CTHKJIO.

KonugecTBO B ONIAKOBA:

CTEKICHH aMITy/IH, chabpxkamu 15 mg B 3 ml; ¢ 5 mim 10 aMmysin B omakoBKa.
CTBKIICHH aMITyiIH, chXbpXKamK 5 mg B S ml; ¢ 10 ammynn B onakoska.
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6.6. CnenuaJTHE NpeANaIHE MePKH NPH H3XBLPJIAHE H pabora

CBLBMECTHMOCT CBC CHCAHUTE HHGY3HOHRH Pa3TBODH:
- Hampues xnopuo 0,9%,

- Oexcmpo3sa 5%

- 0excmpo3sa 10%,

- n1e8ynosa 5%,

- pasmeop na Punzep,

- pasmeop Ha Xapmmax.

XHMHYeCKH H QH3HIecKH cTabuieH B paMKuTe Ha 24 Jaca Ha cTaliHa TeMIepaTypa Hid 3
nHHu Ha 5°C.

Ot MuxpoOHOIOrAYHA IVIeJHA TOYKA MPOAYKTET TpAOBa fa ce U3Mon3Ba He3abaBHO. AKO
HE C€¢ W3MOJA3BAa BEJHAra, BPEMETO H YCIOBHATA 3a CHXpaHEHWE IpeaH yrnoTpedba ca
OTrOBOPHOCT Ha nmoTpeduTens 1 0OHKHOBEHO He TpAOBa fa mpeBMmaBar 24 4aca INpH 2-

8°C, OCBEeH ako paspeKJaHeTO He € HM3BBLPIMIEHO NMPH KOHTPOIHMPAHH M BaTHIHUPAHH
aCEeNITHIHH YCIOBHA.

3a na ce H3berHe eBeHTyaHa HECBBMECTHMOCT ¢ JpPYrd pas3TBopH, Dormicum

HIDKEKIIHOHEH pa3sTBOp HE TpaOBa Za ce CMecBa ¢ APYTH PA3TBODH, ¢ H3KMIOYCHHE HA
T€3H, NOCOYECHU IO-Tope (BX. ToUKa 6.2 Hecvamecmumocmu).

Dormicum HHXCKIHOHEH Pa3TBOp € ¢aMo 3a eIlHGKpaTHa ynotpeba. Henznon3paHuar
IIpOAYKT TpaOBa Aa ¢e A3XBHPIMA.

Pa31BOpHT TpAOBA Zla ce HHCNCKTHpa BH3yallHO nipeau ynorpeba. CaMo OuCcTpH pasTBOpH
0e3 TBHPAN YacCTHIH TPAOBA Aa Ce H3MON3BAT

7. IPUTEXATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA
Pom bwarapus EOO/, yn.”bsno mone” Ne 16, Codusa 1618, brnrapus

8. HOMEP(A) HA PASPILIEHUETO 3A YIIOTPEBA

Dormicum 5 mg/5 ml mrxexmaoHeH pasTBop: PY Ne I1-8214; per. Ne 20030691
Dormicum 15 mg/3 ml urmkeknuoHeH pa3Teop: PY Ne II-8215; per. Ne 20030693

9. HATA HA HbPBO PABPE]]IABAHE/IIOI[HOBHBAHE HA
PASPEHNIEHUETO 3A YIIOTPEDBA

14.11.2003 r.
10. TATA HA AKTYAJIN3APAHE HA TEKCTA

HexemBpu 2008 r.




