1.

KPATKA XAPAKTEPHCTHKA HA HPOIAYKTA

HUME HA JJEKAPCTBEHHS [TPOJ[YKT

AmukauyH B. Bpayu 2,5 mg/ml] HH(PY3UOHEH PasTBOp
AmukainH B, Bpayn 5 mg/ml WH(Y3MOHEH pasTBOp
AmuKauun B. Bpayn 10 mg/m] HH(}Y3HOHEH Pa3TBOP

AMHUKaIHy

Amikacin B. Braun 2,5 mg/ml solution for infusion
Amikacin B. Braun 5 mg/m! solution for infusion
Amikacin B. Braun 10 mg/ml solution for infusion

amikacin

2.

KAYECTBEH H KOJIMYECTBEH CHhCTAB

2,5 mg/ml pa3tBop 3a uHTpaBeHO3HA HHY3HA:

I ml ot ungysuonnus pasreop CLOBPXKaA 2,5 m

aMHKaUMHOB cynéar (amikacin sulphate).

1 6yTrnka or 100 ml ceabpxa 250 m

cyndar (amikacin sulphate).

5 mg/ml pa3Teop 3a uHTpaBeHo3Ha HH(Y3HA:

I ml ot uudy3monuus pasreop ChABPKA S myg

AMHKAIMHOB cyndat (amikacin sulphate).

I 6ytnka ot 100 ml chaspixa 500 m

cyndar (amikacin sulphate).

10 mg/ml pazteop 3a uHTpaBeHozHA MHDY3HS

I ml or uudysmonnus pasreop cpappka 10 m

AMHMKALHHOB cyndat (amikacin sulphate).

I 6ytunka ot 100 ml ceamspixa 1 000 m

cyagar (amikacin sulphate).

IToMommHu BelecTBa ¢ M3BeCTHO JeHCTBHE
Beexn 100 ml caspxar 15 mmol (354 mg) HATPHH.
34 MBIIHHA CIIMCBK HA HOMOIIHUTE BEILECTRA BHIKTE TOUKA 6.1.

3.

JIEKAPCTBEHA ®OPMA

Undyznonen pazreop
[lpo3pauen GesusereH Bogen pasTBOp

4.

4.1

3a JIeueHHE HA CIIEIHHUTE TEKKH MH(DEKUHH, PHIHHEHH CT GAKTEPHM, KOUTO
aMHKALMH (BX. Toyka 5.1), Korato no-ciabo TokCHYHMTE aHTUMHKPOOHH cpenck
Hosoxomuamin uedexuun na nonsure muxateninm IILTHILA, Bkmoqmeuﬁ
HurpaabaoMunaniu uhdekupi, BITIOIHTETHO [IEPHTOHMT, \

—

KIMHUYHHU TAHHHA

TepaneBTHYHH MOKa3annn

YCIOXKHEHH M PELIMIMBUpAIIH HHPEKUHH Ha AKOIHHTE [TBTHLLA,
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g aMuKkauvH (amikacin), nox dopmara Ha

g aMHKalMH (amikacin) (ron ¢opMarta Ha AMHKALIHHOB

aMHMKauWH (amikacin), nog ¢dopmara Ha

g aMHKaluH (amikacin) (moa dpopmaTta Ha aMHKAIIMHOB

g aMHKkalMH (amikacin), nox ¢popmara Ha

g amukanmH (amikacin) (mox ¢opMata Ha AMHUKALKMHOB




— MHupexumm Ha xoxata v MekuTe ThKaHY, BKIIIOYHTEIHO HHOEKIIHK OPH PaHH OT W3TapsHus,
— bakTepuaneH eHaOkapuT,
~ INocToneparuenn untpaataoMubanuu HH{)EKITHH

Amuxalmn B. Bpayn 2,5 mg/ml, 5 myg/ml, 10 mg/ml nadysmonen pasTBOp MOKeE CBIIO Aa Ohie
H3TOMI3BAH NPH JICYCHHE HA NAIWEHTH ¢ GaKTePHEMHS, KOSTO BE3HHKEA BEE BPB3KA C MM Ce
MO03HPa, Ue € CBBP3aHa ¢ KOATO H A2 € OT HH(EKUHITE, H30pOEHH NMo-rope.

Amukaimn B, Bpayn 2,5 mg/ml, 5 myg/ml, 10 mg/ml undysuoucH pa3TBOp 06HUALHO Ce HAMOI3EA B
KOMOMHALIMA ¢ APYTH NOAXOIALIH aHTHOHOTHLM, 32 Ja TIOKpHe GakTepUaTHuS CHEKTBD, CPellaH MpH
CHLOTBETHATA MH(DEKIIUA.

Tpadsa na ce umar MPEABUA OPHUMANTHUTE YKAZAHUA 34 Np#BWIHA YNIOTPeOa Ha aHTHOAKTEPHATHUTE
CpE/CTBA.

4.2 Jlo3MpOBKA W HAMHH Ha NPHIIOKEHHE

Ho3upoBka

TeniecHOTO Tero Ha maunenTa IPEAH ICYECHHETO TPAOBA Na OhTe ONpesesIcHO, 3a 1a CE M3YHCITH
MPaBHIHATA 103a.

TouHocTTa Ha no3MpaHe ce nonodpsea, ako AMukauud b. Epays 2,5 mg/ml, S mg/ml u 10 mg/ml
HHQY3HOHEH Pa3sTBOP ce MpuJara ¢ HH}Y3UOHHA NIOMIIA.

3a rta ce usberve npeao3Upaie, 0coBeHO NMpy aeua, Tpabea na ce u3bepe Hali-noIXOAAINATA HATMYHA
KOHLUEHTDALINS.

Monmognpane HA JI€KADCTBEHATA KOHIieHTPAIHA

CheTOAHHETO Ha 6B6pednaTa hyHKuMS TpaGEa 1a 6b/ie olpesic/ieHo Ypes H3MepBaHe Ha
KOHIICHTPALMATE HA CePYMHHS KPeaTHHHH HNH H3YHCITBAHE Ha KIMPBHCA Ha €HAOTCHHHMS KPEATHHHH.
OnpeaensHero 3a Ta3d uen Ha KpbBHATA a30T ypes (BUN) e no-manko nanexnano. Iepuonmuno no
BPEMC Ha JIeYeHHETO TPAOBa Na ce NpaBH NpPeoLieHKa Ha OpOpeunara ¢ynxuus.

Koraro e Br3mMoxkn0, Tpabea na ce M3MEPBAT KOHLICHTPALIMHTE HA AMHUKALIMH B CEpyMa, 32 J1a ce
OCHIYPAT aneKBaTHH, HO He MPEeKOMEPHH HHpa. M enaTenHo e NCPHONHYHO, IO BpeMe HA JICYEHHETO
Ad C€ U3MEPBAT KAaKTO BBPXOBHTE, TAKa H Hali-HUCKHTE CEPYMHH KOHUIICHTPALIUH.

BspxoBu KonneHTpauuH (30-90 MuHEYTH chiej WHXeKIMs ) Hajt 35 meg/mL W Haii-HUCKN
KOHUEHTPAILMH (HENOCPEACTEEHO NPENH CleABamaTa Ao3a) Han 10 meg/mL tpabea na ce H3GATBAaT.
Ho3uporkara tpa6ea aa ce KOPHUTHpA CIIOpe] MOKA3AHUATA.

[Tpn naumenTu ¢ nopmannua OBOpeuna pyHkuMI, MOKe Aa ¢ M3MON3Ra AO3HpaHe €IHH MBLT JHEBHO; B
TaknBa Cllyyar BbPXOBHTE KOHLUSHTPALMH MOrAT 14 HAABHOIABAT 35 MHUKporpama/ml,
MoHuTOpHpaHeTo Ha NNasMeHUTe KOHUCHTPAIMH € CHIHO TIPEIIOPBLYUTENHO [IPH MALHEHTH C
OBOpeuHo yBpexnane.

[IpoasmxuTenHocT Ha neYenueTo

O61aTa NPOABIKUTENHOCT Ha TCUSHHETO Tpa6Ba fia 6v1€ orpaHHyeHa ot 7 20 10 IHK, B 3aBHCHMOCT
OT TEKECTTA Ha UHbekumsTa. [Ipy Texku u YCTIOXKHEHW HH()EKIIMH, MPH KOHUTO JISUSHHETO ¢
AMHMKalMH HaaBHWaBa 10 nuu, Tpa6ea na ce NPELCHH JANIH JISYSHUETO Aa MPOABIDKH, ThH KaTo
CBCHTYATHOTO MPOAB/KABAHE HA JIEYEHHETO H3MCKBA JOITD. IHHTEITHO [1a ce NpocIIea9BaT CePYMHHTE
HUBA HA aMUKaLluH, Ov0peunara, cyxoBara u BeCcTHOYNapHaTa GyHKLHM.

[TanmenTure ¢ uHGeKLHY, NpHYHHEHH OT 4YBCTBUTECJIHH MKKpOOH, TpAOBa fa ce MOBIHALT OT
TCPAIHATA B paMKHTE Ha 24 no 48 yaca ¢ NpenopbYaHUs A030B pexuM. Koraro He ce
OTPOICIICH KIIMHHYEH OTFOROP B paMKHTE HA TPH J0 T AHM, TepanusaTa Tpsadea
NpEYCTAaHORCHA 1 Aa Ce NPOBEPH OTHOBO AHTHOHOTHIHATA YYBCTBHTENHOCT HA B
HeycnexsT ma tepanusta Moxe na ce ABJDKH HA PE3UCTEHTHOCT HA OPTaAHH3MAa
COITHYHH OrHHINA, H3HCKBANIH XHPYPIHYHO JJpeHHpAHE.




IMaunenTu ¢ nopmanna 0bOpeuna pyHkuna (KpeaTHHHEOB KJIHpBHC > 50 ml/min)

Bw3pacthu, ioHowmu feua vaa 12 romunm (c TenecHo Terno Han 33 kg):

[Tpenoptunrennara untpasenosna no3a 3a BL3PacTHH W FOHOLIA ¢ HOpMastHa ObOpeunHa pyHkLus
(KpeaTHHMHOB KJIMpBHC > 5() ml/min) e 15 mg/kg Tenecko Terno Ha JIEH, KOATO MOXE /1a Ce Mnpuiara
KaTO €1IHOKpaTHa NHEBHA 1103a WM 1a Obje pasaeneHa B 2 paBHH npHeMa, T.e. 7,5 mg/kg TenecHo
TErJ0 Ha BCekH 12 yaca.

O6iara nHeBHa 103a He TpaGBa 1a HaABUIIARA 1,5 g. [pu eHpokapauT v npu peGPUIHHE NALMEHTH ¢
HCYTPONCHHA 1031paHeTo TpsaOBa 1a 6be ABa MbTH JHEBHO, ThH KaTO JIUIICBAT JI0CTAThYHO JaHHH B
MOZAKpena Ha €AHOKPATHOTO JHEBHO ,103UPAHS.

Kbpmauera, masiku neua u nena (ot 4 CEAMHIM 10 12 roauiu);

ITpeniopwvuntennara unrpasenosna noza (npu 6aBHa MHTpareHO3Ha MHOY3HS) IPH aAeua ¢ HOpMaJiHa
Ob6peyHa pynkiums e 15-20 mg/kg TT/neH, kosaTo moxe na ce 1puiIoXku Kato 15-20 mg/kg TT equn
ITbT THEBHO WK KaTo 7,5 mg/kg TT Ha Bcekn 12 yaca. [Ipu eHnokapauT u npu dheOpunHM nauueHTH ¢
HEYTPONCHHA 1031paHeTo TpsabBa na 6be ABa MbTH JHEBHO, Thif KATO JIHNICBAT JIOCTaTb4HO JIaHHH B
MOZIKPENa Ha €IHOKPATHOTO JHEBHO J03HpaHe.

HoBopoaenu:

[TepBoHauanna HatoBapama no3a or 10 mg/kg TT, nocnensasa or 7,5 mg/kg TT Ha Beeku 12 yaca
(Bx. Touku 4.4 u 5.2).

Henonocenu 6ebera
[Ipenopwvunrennara no3a MpH HeoHOCceHH Oebera e 7,5 mg/kg TT Ha Beeku 12 yaca
(Bxk. Toukn 4.4 n 5.2).

Hupy3uonnu o6emu npu naumenTy ¢ HOpMaJiHa ObOpeyHa hyHKLus:

032 mg Ha kg Tesiecno TerJio

TenecHo Terno

AMHKauMH 2,5 mg/ml (100 ml = 250 mg)
25k | Skg | 10k [12,5kgP0kgB0okgH0Okg [50 kg 60 kg [70 kg
£ g

AMHUKaLIMH

B mg/kg TT

7,5 7,50 | 15,0 | 30,0 37,50 160,00 (90,00 (120,00 150,0 180,00 210,00 ml

0 0 0

15 15,0 |30,0 | 60,0 (75,00 120,0|180,0 240,00 [300,0 360,00 420,00
o |o o o [ o

20 20,0 | 40,0 | 80,0 100,00 (160,0 240,0 (320,00 1400,0 80,00 560,00
0 0 0 0 )
TenecHo Terso

AMHKauMH 5 mg/ml (100 ml = 500 mg)

25k | 5kg [ 10k [12,5 kg0 kg[30 kg 40kg [S0kg|60 kg [70 kg
g g
AMUKAIIUH
B mg/kg TT
5 3,75 | 7,50 [15,0 [18,75 BR0.00 [45,00 60,00 [75,00 190,00
0
15 7,50 | 15,0 30,0 B7,50 60,00 90,00 120,00 150,0 (180,00
0 0 0
0 10,0 120,0 |40,0 (50,00 [80,00(120,0160.00 Eoo,o 240,00
0 0 0 )




TenecHo Terno

AMmuKauuH 10 mg/ml (100 ml = 1 000 mg)

25k |5kg | 10k (12,5 kgP0 kg B0 kg 40 kg 50 kg |60 kg [70 kg
g g

AMHUKALIMH

B mg/kg TT
7.5

1,88 13,75 |7,50 9,38 [15,00 22,50 30,00 37,50 145,00 (52,50

ml

1S

3,75 | 7,50 (15,0 [18,75 [30,0045,0060,00 [/5.00 90,00 (105,00
0
20 2,00 (10,0 20,0 25,00 [40,001]60,00[80,00 [100.0 120,00 (140,00
0 0 )

Makcumanna nueBna 7103a;

OOwara 1HeBHa 1032 M0 BCHYKK ITETHINA Ha NpUIIOXKEeHHE He TPsA0Ba 1a HanBHInaBa 15-20 mg/kg TT /
JIEH.

[Topanu uskckBaneTo 32a KOPHI'MpaHe Ha N03aTa Be[HBXK JAHEBHO J03MPOBKATA HA aMMKALMH He ce
MIPENOpbHYBa 32 NAUMEHTH ¢ OTc1abeH UMyHHTeT, GBOpeyHz HE10CTaThbYHOCT, MYKOBHUCIIH/1034a, ACLIMT,
NaLMeHTH ¢ OOLUIMPHHU M3rapsHus (noseue ot 20 % ot KO’kaTa), MaUMeHTH B HamnpeaHasla Bb3pacT M
npu OpemMeHHOoCT.

IanuenrTn ¢ YBpeaeHa 0b0peuna Gyuknns (KpeaTHHHHOB KAHpBHC < 50 ml/min)

EnnokpatHoTO tHEBHO npUnoskeHue Ha AMHKALIMH HE Ce NPenopbYBa MPH NALKWEHTH ¢ HAPYILIEHHS Ha
OBOpeunara hyukums (KpeaTMHHHOB KIHMpPBH: < 5() ml/min), T KaTo T€3M NALKEHTH e 6baaT ¢
NpOTpaxHpaHa eKCIO3ULMA Ha BUCOKH MUHHUMATHH KOHLEHTpalliui. Buxre no-gony kopekuusra Ha
/l03ata lp1 NaUMeHTH ¢ yBpesieHa 6b0peyHa (yHKums.

[Tpu naumenTy ¢ yBpenena ObOpeyHa pyHKLIS, KOUTO noiyyasaT 0OMYalHO JBYKpPaTHO MITH
TPHKPATHO JHEBHO 103UpaHE, KOraTo € Bb3MOXKHO CJIEIBA 1 Ce MOHHTOPHUpPAT CEPYMHHUTE
KOHLEHTPalMK Ha aMUKALMH YPe3 MOAXOASLI METO 3a aHa1u3. JlosuTe TpsAOBa 1a ce KOpUrupar npu
MALMCHTH C yBpenieHa Ob0peuna (yHkums unu upes [MpUjlaraHe Ha HOPMAJTHH J103M MPe3 YABIDKEHH
WHTEPBAJIH OT BPEME WM Ype3 NpHIIaraHe Ha HAMAJIeHH 03K npe3 pUKCUpaHH HHTEPBAJIM OT BPEME,
3a 11a ce u30erHe HaTPynBaHe HA AMHKALIHH.

U nBata metona ce 6a3upar Ha KPCATHHHHOBHS KIIHPBHC HIIH CTOHHOCTHTE HAa CEPYMHHS KPEaTHHHH
Ha MALMEHTa, ThH KaTo € YCTAHOBEHO, Ye Te KOPETHpAT ¢ MOJY>KHBOTA HA AMUHOTJIMKO3H/1a NPH
MAlMEHTH ¢ HamaneHa ObOpeyHa Gynkuus. Te3u cxemu Ha Ao3upaHe TpsiOBa 1a ce U3MoNI3BaT MpH
BHHMAaTe/HO 1ab0paToOpHO M KJIMHHYHO HaGIIOIeHHe HA Nl eHTa | CJIeJIBa /1a Ce€ TPOMEHSAT
CHOTBETHO, BKIIFOUMTEIIHO U NP MPUIAraHe Ha JUaTk3a,

Vovnocasane na UHmepeana na 0o3upane npu HOPMAIHU OC3u

AKO He pasfoJarare ch¢ CTOMHOCT 33 KPECaTHHHHOBUS KITMPBHC M ChCTOSHHETO HA MAlHEHTA €
CTAOMITHO, HHTEPBAITBT Ha JI03MpPAHE B YACOBE 3a HOpMaJiHa eIHHHYHa 103a (T.e. KoATo Ou OMa
AaBaHa Ha NalKeHT ¢ HopMmaiHa 6s6peuna dyHkms MpH CXeMa Ba MbTH JIHEBHO, 7,5 mg/kg) ce
M34HC/IABA KaTO 9 MbTH CEpyMHOTO HHMBO Ha KpeaTHHWHA. AKO, HanpuMep, KOHLEHTPALMATA Ha
KpeathHuHa € 2 mg/100 ml, Torasa npenopsumrennata WHIIHBHyallHa eAMHUYHAa 1o03a (7,5 mg/kg
TE/IECHO Terno) TpsAbBa a ce npunara Ha Beeku 2 X 9 = 18 waca.

Hamanseane na oozama NpU HOpMANHU UHMEPBANU HA DO3UDaHe

AKO HSIMa Ha Pa3sMoI0kKeHHEe METOIH 3a aHATU3 HAa CepyMa, a CbCTOSHHETO Ha

CTOHHOCTHTE Ha CePYMHMUS KPEaTHHHH KPEATUHMHOBHS KJIMPHHC Ca Hal-11

CTeneHTa Ha ObOpeuHoTO YBpEXaaHe, KOUTO 1a ObAaT U3NMON3BAHM KATO YK

[Ipu naumenTu ¢ xponuuna OBOpevHa HeIOCTaTBYHOCT M M2BECTEH eramé@

HaToBapBalllaTa 103a € aMHKaluuH 7,5 mg/kg TenecHo Tero. Hnmpmama'lja{g
",

!




HHTEpBaK OT 12 yaca, Tpabea na ce HAMaTH (IPOTIOPLIMOHATHO HA HAMAJIABAHETO HA KPEATHHHUHOBHA
KJTHPBHC Ha MALMCHTA W Ce H3YHCIABA 110 JoPMYJIaTa:

KPEATHHHHOB KITHPBHCrexyw [Ml/min]
HaMalleHa 1032 AMUKALHH= X- H3YHC/IEHa HaToBapBaIla 103a [mg]

KpCaTHHHHOB KIHPBHCuopmanen [M1/min] aMHUKAaIWH

Kato ymeTBane Moskere 112 u3monsgsare CTOMHOCTHTE, JaJieHH B ¢eABaIaTa Tabaumna

Kpearununos JHeBHa 103a aMUKaIHH Jdo3a amukaumn Ha 12 vaca 3a
KIHPBHC nammert c¢be 70 kg renecHo rerno
[ml/min] [mg/kg TenecHo Terno Ha pen] [mg]

50 — 59 54 - 64 186 — 224

40 — 49 42 — 54 147 - 186

30 - 39 32 — 42 112 — 147

20 - 29 2,1 - 3,1 77 — 112

15 - 19 1,6 — 20 56 — 77

I'oprHTE cXxemu Ha AO3HPAHE HE ca NPEAHA3HAYCHU 33 HETLPIIALIH MPpOMEHH NMPENOPBKH, 4 MO-CKOPO
CC NaBaT KaTo HACOKH 3a A03UpaHe, KOraTo HiMa YCIIOBHMA 31 HBMEPBAHE HHBATA HAa AMHKALIHH.
AJTTepHATUBEH IPY6 MeTon 32 CNIpEAicNHe He HAMANICHATa 1034 [IPH IBaHAeCeT YacOBH HHTEepBaIN
(3a MalLHeHTH, YUMTO P4BHOBCCHH CTOMHOCTH Ha CEPYMHHS KPEaTHHHH He ¢4 H3BECTHM) € Aa ce
PA3ACIIH HOPMAJIHO MPENOPBYNTEIHATA 103d HA CCPYMHHA KPEaTHHHMH Ha TTALUCHTA.

HauHEHTH Ha XCMOIHAIH3Aa HITH [NEPHTOHEANIHA AHUaAIH3A

HaunenTy nposexaawu xeMoaManusa win [IZPHTOHCAIHA JINA/IH34, [1IOTY4YaBaT 034, HAaNOJOBHHA HA
HOpMajlHaTa, B Kpasy Ha AMalM3HATA MPOLEYpa.

HanuenTn Ha xemMonuannsa wiu NICPHTOHCATHA THATM3a MCoKe Ia TpAOBa /1a [0JTy4aBaT MPOMeHeHa
A03a aMUKauuH. B To3u cnyuait Bamuar JICKZApP LIE C€ YBEPH, Y¢ € Npeanucada npaeusiHara 3a Bac
R03a.

HApyru cneumanum IpYIIM NaLUEHTH

[TaunenTn B HanpeHasa BE3pacT.

[lanuenTuTe B Hanpeanana BB3PACT MOXE [a C& HyAJaAT OT NO-HHCKH 1030 aMUKAUHH, B CPAaBHEHHE
¢ NO-MNIaZINTE NALHEHTH, 32 1A Ce IOCTHIHAT TePANICBTUYHE TUTA3MEHH KOHLEHTpa#u. Korato e
BB3MOXKHO, 1€ ce oueHn Bawara 6s6peuna dynkuus u Barnata noza e C€ KOPHTHpa, aKO TOBA €
Heo0X0auMo.

[laupeHTH ¢ TeXKO 3aTTbCTIBANE

AMHKALUHEBT CE PAa3NPOCTPAHABA c1a60 B MACTHATA THKAH
3a DAlMEHTH CbC 3aTIIBLCTARAHE Ce PENIOpBYBa [a CC H3YMCIIH j103aTa HA Ga3aTa Ha KOPHTUPaHO
TErJIO.

{opMyna 3a H39UCIIIBRaHE Ha TErJI0TO, KOATO TPAOBA ia Ce HMa NpeBUA, 3a J1a Ce Onpeae/y 103aTa
NPH NAUHEHTH CbC 3aTiIbCTABaRE (P1):
Pl=PI+(PA-P)x 04

PI = umeanno termno

PA = Tekyiuo rerno

Makcumannara no3a ot 1,5 g Ha neH He Tpaiea na ce HaABHIIABA.




TauuenTu ¢ Boga B kopema
Mozxke s1a ce 1aBaT no-sucokH N03H, 3 1 ce IOJTy4YaT aJICKRaTHH HHUBA B KPBBTA.

LlaienTa ¢ acumr
Tpabgea aa ce HPHJIAraT mo-BHCOKH A03H, 3a 14 C€ IOCTHTHAT alleKBATHH CEPYMHH KOHIICHTPAIIHH,
KaToO C€ HMa NPCABHA OTHOCHTETHO NO-TOISMOTO pasnpeae/IcHAE B U3BBHKIETRYHATA TEYHOCT.,

Hauun na npanoxenne

HuTpaseHO3HO npuiokeHye.

INperopbunTenHaTa NpoALIKUTENHOCT Ha eana HH(Y3HA NPH BB3pacTHH € 30 MUHYTH, HO MOMKeE 1a
MPOABIKH 10 60 MHHYTH.

[Tpy negHaTpuyHn naupeHTH e HOPMaJTHO pasTBOPBT Aa ce HH(y3Hpa 3a HHTepBan ot 30 g0

60 mrHyTH. HoBoponenute tpatpa na nOTy4aBat HHdy3MsTa 3a 1 10 2 yaca.

Toea e roToea 3a ynorpe6a dopma, koaTo He TpaAGBa Ha ce paspexxaa npeay NpUiaraie u KOgro e
CaMo 3a eTHOKpaTHa yrorpeba.

4.3 IlporBonokazanus

- CBPbXYYBCTBHTETHOCT KbM aMMKALHH WIH APYTH AMHHOTJIHKO3HAW WIH KHM HAKOE OT
[IOMONIHHTE BCWICCTRA, H3OPOEHH B TOUKA 6.1.

- AHaMHe3a 32 CBPLXYYBCTBHTETHOCT UM CEPUO3HM TOKCHYHH PEAKHHH KbM aMUHOTTHKO3HIH
MOXKC [1a HaNpaBAT NMNPOTHBOMOKA3aHO TIPHICKSHHETC HA BCIKAKBH AMUHOTJTIUKO3UIH, ITopaiu
M3BCCTHATA KPBCTOCAHA HYBCTBHTENHOCT Ha MAIIHEHTHTE KM JIEKAPCTBATA OT TO3M KIIAC.

44 Chnenmannn npeaynpexaenas n NpeInasHl MEPKM NPH yIoTpeGa

Tpadra na ce BuuMaBa npu npunarane Ha MalHECHTH C;

* OBLOpedHO yBpexkaaHe;

® YBpEXAAHE HaA CiTyXa WK BecTHOYNapHus anapar;

* HEPBHOMYCKYJIHM 3a00nsBaHua (HaTlp. MUACTEHHS I'PABHC, TAPKHHCOHHU3IEM, THiH KaTo
MYyCKyJHaTa cabocT MOXKe Jla ce yeuiu NopaaH NOTeHUHANHHSA Kypape-moaobeH edekT Ha
AMHHOITTHKO3H/IHTE BBPXY HEBPOMYCKY/THUTE CHHANCH) U

*  TC3H, KOUTO Ca JIEKYBaHH ¢ APYT aMHHOTJIMKO3H/] HEMOCPECTBEHO NPEAH aMHKALIMHA.

[MaumenTy, nekysanu ¢ MAPCHTEPATHH aMMHOMTTHKO3HAM, TPAOEa aa 6B4aT o] HEMMPEKBCHATO
KIMHAYHO Ha0nwaeHue, Toii Kato CBIICCTBYRBA NOTEHUHAN 32 OTOTOKCHYHOCT H He(PPOTOKCHYHOCT,
CBBP3aHU C TAXHATA yroTpeba.

Toxkenunure edpexrTn na AMHHOTTIHKO3H/HTE, BKIHMHTE/IHO AMAKAIIAH, CA HO-YeCTH npH
MAUHEHTH ¢ OE0peTHN YBEPEKAARHEH, K0 Ce NPHAATaT BHCOKH A03H H AKO0 C€ YABJIKH
NPOABL/DKHTE/IHOCTTA HA JIeICHHETO,

He e ycranosena 6esonacHoctTa [IpH JICUCHHE 3a MCPHOIU, NO-IBJITH OT 14 gHH.
Apyru baktopu, KouTo yeenuuasar PHCKa OT aMHUHOITHKO3 UIEA TOKCHYHOCT, BKIIFOYBRAT
HalIpeHAIATa Bb3PACT U NEXUIPATAL[UITA.

Herpo/oTorokcaunoct
HeBpoToKCcHYHOCT, nposesBama ce ¢ BECTHOYIapHa W/HIH (HnaTepanHa cayXoea o
MO2KE 11a CC pa3BHE MPU NALMEHTH, NTEKYBAHH ¢ aMHHOTTHKO3HI. PHCKBT OT H u/
AMHHOTITHKO3WIN OTOTOKCHYHOCT € [O-FOJIAM TIPH MALHEHTH C yBpeaeHa Obp0pey

TIDH TE3H, TIDH KOUTO JICYEHHETO MPO,TH/IKABE MTOBEYE OT 5-7 JTHU, AOPH H TNPH ’/:
Ha¥i-nanpen oGukHOBeHO ce Pa3BHBAa BUCOKO-YECTOTHA TIIYXOTA, KOSTO MOKE
4y AHOMETpHYHO H3cneaBane. Moxe aa ce passue BepTHTO, KOETO Aa 6B 10 !
BeCTHOY1apHO yBpescaane. Jlpyru NPOABH HA HEBPOTOKCHYHOCT MOXKE J1a BKJI
MPaBYYKaHE M0 KOXKAaTa, MyCKYJIHH NOTPENBaHHA H BPYOBE:,
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ChblltecTBYBa HOBHINEH PHCK OT OTOTOKCHYHOCT NPH MALWEHTH ¢ MHTOXOHApHanHH JTHK MYTalaH
(no-crneunanno Hykneorun 1555 A ao G cyberurynma B 128 pPHK rena), mopu ako cepyMHuTe HHMBA
Ha AMUHOTTHKO3HIHTE Ca B PAMKHTE Ha NPENOPbYHTETHHTE IPAHULIH 110 BpeMe Ha JiedeHueTo. Ipu
TAKHBA NALMEHTH TPAOBA Na Ce OOMUCNAT ANTEPHATHBHH BHIMOKHOCTH 34 JeYeHHe,

Ipu naumenTyn ¢ gamunya anamuesa 32 cLOTRETHY MYTaLH{ WITH HHAYLHPaHa OT aMHHOTITHKO3HIH
3ary0a Ha ciryx Tpabea 1a ce OOMHCIST AJITCPHATHBHH BB3MOXKHOCTH 34 JISUCHHE WK TeHEeTHYHH
H3CTICABAUMA NpPenH TIPIIOKEHHE.

ITauuenture, KonTO PA3BMBAT KOXJICAPHO HITH BECTHOYIAPHO YBpekaaHe, MOXKE [a HAMAT CHMITTOMH
HO BPEME Ha JICHEHHETO, KOMTO J1a T'H NpeLyNpexaaBar 3a Pa3BUTHETO HA TOKCHYHOCT HA OCMMS
HEPCITHO-MO3BYEH HEPB, a 00 HITH YaCTHYLHA HeobpaTUM:. AByCcTpaHHAA DTYyX0Ta WK
HHBAIHIHSHPALIO BEPTHIO MOKE 1A € Pa3BHE CAE KATO JIEYEHHETO e npekpateHo. Buwkre chimo
To4yka 4.8,

Huayuupanara oT aMUHOrTHKO3HAYM OTOTOKCHYHOCT & OOHKHOBEHO Heobparuma.

HeBpomyckyina TokcnynocT

3a HeBpOMYCKyTHa 6/10Kana ¥ muxaTeHa napanusa ce choblaga Cies NapeHTepaITHO HHYKEKTHPaHE,
AOKATHO TIpUITOKEHIE (KaTO OPTOTICLMYHO HITH a0N0MMHATIO IPANOMXKEHHE WITH JIOKAITHO JICYEHUE Ha
EMIIHEM), U CIle] NEPOPATHO MPUIOMEHHE Ha AMHHOTJTHKO3 U,

BL3moxxHOCTT] 32 PecliMpaTopHa napanusa TpsOBa Ja ce Uma NPeaBHI, aK0 AMHHOTTTHKO3HAUTE ce
[IPHJIAraT, 110 KOHTO U J1a € ITBT Ha MPHA0KEHHE, 0COHeHO MIPH MAUHMEHTH, KOUTO MOTy4aBaT
CBITPOBOKIAIND AEKAPCTBEHH MPOAYKTH, KOHTO ChIIO NMPHYMHABAT MYCKYHA OI0oKaaa.

Bwxre cbimo Touka 4.5.

AKo ce pazBue HCBPOMYCKYTHA 0JIOKa/i2, KAJIIIHEBHTE COTH €2 B ChCTOSHHE 71a BB3CTAHOBAT
CBCTOAHMETO NPH THXaTeNHa NApaik3a, HO MOXE JIA Ce HAINIKH MEXAHHYHO ACHCTHPAHO HIAHE,
HespoMyckynnara 61okana u MYCKy/IHaTa Napanusa ca Hal1l0,1aBaHH MPH 1a60PATOPHH SKHBOTHH,
KOUTO NOMY4aBaT BHCOKH JI03H AMHKAIHH,

brOpeuna TroxcuunocT

AMHHOTJIMKO3MINTE CA MOTEHLHATHO He(pPOTOKCHYHH. BrEpeuHara TOKCHYHOCT € He3aBHCHMA OT
MHKOBATa NJIa3MeHa KOHUEHTPalUs {Chnax). PHCKBT OT He(PPOTOKCHIHOCT € NO-TO/IAM NPH NALHEHTH ¢
YBpeieHa OBOpeuHa (GyHKIMS U IIPU TE3H, KOUTO MOJIYYaBaT BUCOKH JIO3H, HITH NMPH KOUTO JEYCHUETO
€ NPOABILKHTEIHO.

[Matmenrure Tpabea na 6bnar Jl00pe XHApaTHPaHH Mo BpeMe Hi JieueHHe, a OBOpeuHaTa UM GyHKUMSA
/1d C€ OLieHABA C OOHYAIHHTE METONH ITPEM “AaNOYBaHE HA JIeYCHHE W €KEIHEBHO B X0Ja HA
neHeHHETO. BrokTe Touka 4.2.

JHeBHHUTE N03K TpsaOBa na 6BAAT HAMATCHH W/HIH UHTEPBATHT MEXKAY O03UTE TpabBa f1a Ovae
YABIDKEH, B Cllyyal HA NPH3HALM Ha HapyllueHa OBOpeuna QyHKuUHS, KaTO: UMIMHAPYPHA, HATMYKE HA
JICBKOUHTH HIIH EPUTPOLIMTH, ANOYMHHYPHS, HAMAISBAHE Ha KpeaTHHUHOBHA KITUPBHC, HAMAIEHO
OTHOCHTE/THO TEIVIO, XUNEPAZOTEMHS. TIOBHILEHO A30THO Ch,IbP’KAHHE B KPBBTA, MOBUIIIABAHE HA
CCPYMHHA KpEaTHHUH 1 onurypus. JledeHueTo TpsGBa na e IPEYCTAHOBCHO, aKO a30TEMUSTA
HapacTBa UNH aKO 0OEMBT Ha YPHHATA MOCTEITEHHO HAMAISABA.

MouuTopHpane Ha nannenta

bnOpeunara pyHKkUHA W Ta3H HA OcMus HEPETHO-MO3BYEH Hepe TPADBa aa ObaarT HenmpeKbCHATO
HabtionaBanu, 0COBEHO NMPH NALMEHTH ¢ U3BECTHO WM MON03HPaHO OBLOPeUHO yBpeXKIaHe NpH
3alTO4YBAHE Ha IEYEHUETO, 2 CHLIO H TIPH TE3H ¢ OB0peuHa GyHKLIMA, KOATO ITEPBOHAYATHO €
HOpMaJIHA, HO NTO BPEME HA JIEYEHUETO pasBHBAT NpoABH Ha OBOpeuHa AUCPYHKIHAI. CepyMHuTE
KOHUCHTPAUUH HA aMHKAIIAH TpsAOBa z1a ObaaT MOHHTOPHPAHH, KOTaTO € BRb3MOKHO, 34 /1a ce OCHI'YpAT
AlICKBATHU HUBA U J1a C€ M30ETHAT NOTEHLHMANHO TOKCHYHH HHBA Ypunrara Tpa0ea Ja ce HiceBa 3a
HaMailiBaHe Ha CNELMPUUYHOTO TETAO, NOBUILIEHA €KCKPELIMA Hi [IPOTEUHH H HATHYHE HAJCTETHAL TN

ceuMenT. KpbBeH ypeen azor, cepymen KPECATHHIMH WIH KP€aTHHHHOR KIHPELHC TRAPRA i de0 e N
M3CIIEAIBAT NepHOANHHO. TpsabBa Na ce nparaT cepHitHu 4y AHOTpaMu, KOraTo ¢ BERMOKC npg}?‘f’& Ny
MALHCHTH, NOCTaTbYHO BBH3PACTHH, 3a Aa GBAAT U3CNEABAHK, 0COBEHO Te3y ¢ B 0] cé?? 3 %A
JokaszarencTrata 3a 0TOTOKCHYHOCT (3amaiiBane, BepTHIO, (LIYM B YLIHTE, KbH s

Ha CJ1yXa) WK HEPPOTOKCHUYHOCT HAJIALAT NPEKpaTIBaHe Hi TEIEHHUETO WM KOPHEMRAHE 1

Bwxre Touka 4.8, AN



JleueHHeTO ¢ aMHKaIUH TpA0dBa 1a 6%11¢ cripsHo, ako ce Pa3IBHAT THHHTYC WM CyOeKTHBHA 3aryba Ha
ClyXa HJIH 2KO KOHTPOJTHHTE ayAMOrpaMH MOKAKAT IHAYMMA 3ary0a Ha BHCOKOYECTOTHHS OTrOBOP.

Kaxro u npw octananure aHTUONOTHUM, yIIOTpebaTa Ha aMHKAIAH MOXKE JIa AOBE/E 210 CBPBXPACTEk
Hd HEUYBCTBHTEIIHH MHKPOOPraHH3MH. AKO C€ CITydH TOBA, Tps0Ba Aa ce 3aN0YHe NOAXOAALIO
NICYEHHE,

Jloxanno npunoxenute karo yacr ot OIiEpaTiiBHa NPoLeNy]a AMHHOTITMKO3HIH ce abcopOupaT 61p30
H MOYTH HAITBIIHO (€ HIKTIOYEHHE HA MUKOYHMIS Mexyp). Crobulasa ce 3a pa3euTHe Ha HeoOpaTHMa
rnyxota, 0s0peyHa HeAOCTATBYHOCT H CMBPT NOpaaH HEPBHOMYCKYJIHA 610Kafa BB Bpb3ka C
MPOMHBAHE HA ONMCPATHBHOTO NOJIE ¢ AMUHOT/THKO3UIHH npenapaTy (HE3aBHCHMO OT CTEIEHTA).

3a MakynapHo uHgapLUpane, OHSKOra BOZICUIO 00 MOCTOAHHA 3aryda Ha 3peHHe, ce chobimana ciex
HHTPaBUTPEO3HO MPUNOKEHHE (MEXKEKTHPAHE B OKOTO) HA #MHKALIMH,

HanuenTy B HanpeiHANA Bb3pacT

[TanwenTture B Hanpenuana BB3PACT MOXkKe 1a UMaT HaMasieHa Os0peyna (pyHKIIHA, KOETO Aa HE ce
OTHHTA NPH PYTHHHYU CKPUHHHT M3C/I6ABAHHUS, KATO A30THO CBABP)KAHHE B KPBBTA HIIH CEPYMEH
KpeaTuhuH. [lonesHo moxke na 6bae onpeznensHero Ha KpeaTHHHHOBHS KIMPBHC. MOHHTOPHpPAHETO
Ha ObOpeunaTa hyHKUMA Py naUHeHTH B HallpeaHaNa BB3pacT, NPU JICUSHUE ¢ AMHHOTIIHKO3HIN, €
OCODEHO BaX<HO.

AMHWHOTTIMKO3HAUTE TPAOBA /14 Ce U3NOIZBAT BHUMATENHO TIPH HEIOHOCEHH H HOBOpOaAeHH Oebera,
nopajH Hespenute 0u0peuu npu Tesu [TAIHCHTH, KOETO BOLH 10 YABIDKABAaHe HA CEPYMHUS
MOJIY>KHBOT HA TE3H MEIUKAMEHTH.

Cneunanum NPENYNPEXAEHHA/ TIPEANA3HH MEPKH OTHOCHO IIOMOIIHHTE BEIleCTRA
Tosu nexapereen mpogykr ChAbPkKA 354 mg marpuii Ha 100 ml, KoUTO ca eKBUBANEHTHH Ha 17,7% ot
MPENOPLYAHIA MAKCHMAICH AHEBEH TIPHEM OT 2 g HATPHiA 3a BL3PACTEH.

[loBHABaHe Ha PE3YATATUTE OT Na0OPATOPHH H3C/IEABAHUS

AHAIW3BT HA CepyMHUS KPCaTHHHH MOXE /12 NOKaXKeE (GanlMBC NOTOKHTEHH CTOMHOCTH, KOraTo
CBIPOBOKIALLO Ce NPUiArar uedanocropHHH.

B3anMHOTO WHAKTHBHpaHE Ha aMHKAUKH K 6¢Ta-1aKTaMHH AHTHOHOTHIIM MOKeE 1a NPOab/IKU B
Mpob# (Hanp. cepyM, HepebPOCIHHEANHA TEYHOCT K Jp.), KOWTO ca B3ETH 3a aHATH3 HA
AMHHOIIMKO3H/IM H TORA LUE JOBEAE 10 HEeBEpHH pe3yarat. [lopaau ToBa npobure TpAOBa Aa OnaaT
HJIH aHATTM3HPAaHH He3abaBHO clie B2eMaHeTo HM, HJIM [1a C¢ ITOCTABAT B XJIAAWIHHK, UM NbK GeTa-
JTAKTAMHHTE AaHTHOMOTHLIM Oa OBLar HHaKTHBUDAHU 4pe3 nodardaHe Ha OeTa-nakramasa.
HnakTueupanero na AMUHOITTHKO3HIMTE € KTHHHYHO 3HAYHMO CaMO [IPH MALHEHTH C TEXKKO
yBpedeHa Op0peyuna GpyHKIMS.

4.5 BzaumopelcTBue ¢ APYTH JIEKAPCTBEHH NPOAYKTH H IPYrH JOPMM Ha B3aMMo/IelcTBHe

beTa-1akTaMun anTHOHOTHY HK JeRAPCTBA

Mozxe 1a MMa HaMaeHre Ha CCPYMHATa aKTEBHOCT, KOraTC aMHHOMMMKO3UA HIH AaHTUOHOTHK OT
TERHIMIIMHOBATE MPyTTa CC MPUIIAraT eHOBPEMEHHO C aMHKALIMH 7 Vivo 1O OTACJIHH TBTHLIA Ha
NPHIIOKEHHE.

JAPpYr# HeBPOTOKCAYHM, OTOTOKCHYNE HIIH HEePPOTOKCHIHY BemecTBa
EnHOBpeMeHHOTO UM mocienoratenHo [PUNOKEHHE, KAKT) CHCTEMHOTO, TaKa H TOITMKAIHO
APYTH HEBPOTOKCHYHH, OTOTOKCHYHY MITH HepPOTOKCHUHH BelllecTBa, TpabBa Aa ce u3b
BB3MOYKHOCTTA 33 aJHTHUBHH eheKTH.

Tokcu4HoCTTa Ha aMMKaNuHA Moske j1a Oble yBeMHUEHa OT CJie THHTE HEBPO W/HIH O
HE(QPOTOKCHYHH BELIECTBA:

. /pyru napenTepanHu aMHHOrNHKO3H I (HANp. KAHAMULAH, TAPOMOMHIHH )
. Hpyru aHtunndexnuozau XHMHOTCPAri€BTULH, Hafp.
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—OauuTpalun,
—amdoreprunH b,
— Luedanocnopuam (Hanp. Hehanopuaud),
— BAHKOMHLIHH,
— MOIMKCHHM ([IONTUMHKCHH B, KONHCTHH),
— BHOMHLIMH
. ChObpiKalli NNAaTHHA HTOCTATHLM:
-kapOonnaTHH (BBB BHCOKHM 103H), IHCUIATHH, OKCANHUILIATHH (ocobeHo B cIyuali Ha Beue
ChllleCTBYBawlia 6nOpeuna HeI0CTATHYHOCT)

. Hmynocymnipecopu
— UHKITOCTIOPHH,
—TaKPOIIHCMYC

. bbpzo aeticTBaum AHYPETHLIHA, HATP.
~typozemun

—CTAKpHHOBA KHCENMHHA (MOTEHUHATHO NPHCHIIA OTOTOKCHUYHOCT, JOITL/IHHTENHA TOKCHIHOCT
Hd aMHHOITIHKO3MINTE MOXe Ja Oble [OBHIIEHA MOpajH AeXHIpaThpaludsa e(eKT Ha
AHYPETHLMTE H yBEIHYEHA KOHLEHTPAUMA HA aMHHOITHKO3HIHTE B cepyMa M TbKaHUTE)
o AMHKaUHMH/METOKCUTYPAHOBA AHECTE 3Ms
AMUHOTTTHKO3HINTE MOTAT [a yBEIHuaT yBpexaamus Os0peuyre edekt Ha MeTokcHANTYpaH.
Korato ce HanonsBar eIHOBpeMEHHO ¢a Bb3MOKHH H3KTIOUHTENHO TEXKHA HEBPOIATHH.

Koraro amuxaiu ce KOMOHHHpA C MOTeHUHATHO HE(PO- KK OTOTOKCHYHO CPEICTBO, KATIAIHMTETHT
3a yyBane M 0bOpeunata GyHKUMS TpaGBa na 6Baar NpOCICAABAHN MHOTO BHUMaTENHO. B cityyaii Ha
“IAHOBPCMEHHA yrmoTpeda ¢ OBp30 geiicTra JIMYPETHK, TPADBA 1A C€ NMPOCIeIABa ChCTOAHHETO Ha
XMApaTaLHs Ha MalHeHTa.

Amurayun/ mycxyanu peaaxcanmu u Opyzu 6€WECMBa — HEGPOMYCKYTHU ehermu

[Ipu eanoBpemenno neuenue ¢ amukarmn 1

- HEBPOMYCKYTHH ONOKEpH (Hanp. CYKLIMHHMIIXOMHH, ACKAMETOHHH, aTPAKYPHYM, POYPOHHYM,
BEHKYPOHHYM),

— FroJIEMH KOJIHYECTBA HHTPATHa KPBE HITHU

—~ AHECTETULIM,
TpAGBa 1a Ce 0YaKBa, Ye HEPBHOMYCKY.THATA bi0Kana, npeAM3BHKAHA OT TE3H MeTHKAMEHTH,
LIE HapaCHe W MOXe f1a IoBeie O AMXATE/IHA TapaTk3a.
B crnyvait Ha XMpypriuna Hameca, aHeCTEZUONOrbT TPsaOBa na 6vae uadopMUpaH, ye ce
[IpHJIara TO3u JICKapCTBEH NMpPOTyKT.
HHKeKTHPAHETO Ha KATIMERH CONM MOMXE 13 IOBEJIe A0 NOPATHO Pa3BUTHE HA TIPEAM3BHKAHATA
OT AMHHOITTMKO3HIIM HEPBHOMYCKY.THaTa Gitokana (Bik. Touka 4.9),

HuaoMerannu
UHnomeTalusT Moe Ala yBETWYH 1a3MeHATa KOHUEHTPAUHS Ha aMHUKALMHA MPH HOBOPOACHH.

buchochonarn
ChutecTByBa NOBHIIEH prick OT XHUNOKAIIHCMHSA, KOTaTo aMHHOTTHKO3HIM C€ NPHJIATaT 32eIHO ¢
orchochonaru.

4.6 Depruamrer, OpeMeHHOCT M KbpMeHe

bpemennocm
ChINeCTBYBAT OrpaHHYEHH JaAHHH OT ynoTpebata Ha aMHHOTJIMKO3HIM NIPH OpeMeHHH KEHH.
AMHHOTTIHKO3SHANTE MOKE a HNPHIUHAT YBPEAIAHE HA IUICAA. AMHUHOITUKOIHIIUTE IIPEMIFTAE
TUTalleHTaTa 1 MMa IOKIalA 32 TOTanua, HeoOpaThma, ABYCTpPaHHA TNyX0Ta [Py Aella/f
HOJYyHaBaJTH CTPENTOMULMH MO BpeMe Ha OpeMEeHHOCTTA. Bbrpeku we He ca nowagf
eexTH BEPXY NNOKa WK HOBOPOJIEHHTE NPH OPEMCHHM XEHH, JIEKYBAHH C JPYTH A
MOTEHUHAN 3a yBPEXJaHe ChUIECTBYRA. AKO 110 BpeMe Ha OpemeHHocTTA Ce M3nOdE




dKO MalMeHTKaTa 3abpemMeHee 10KaTo NpUemMa TO3H MEIMKaMEeHT, MallMeHTKaTa TpsibBa aa 6be
MPELICHEHA 3a NMOTEHIMATHA OMACHOCT 3a MJI0/A.

Amukaumn B. Bpayn 2,5 mg/ml, 5 mg/ml u 10 mg/ml uudy3uosen pa3TBOp He TpsAOBa Aa ce u3non3ea
10 BpeMe Ha OPEMEHHOCT, OCBEH aK0 KITHHHYHOTO ChCTOSHME Ha YKeHaTa He Hajara JIeYeHHUE ¢
AMHUKALMH. AKO Ce MPELIeHH, Y€ JICYEHHETO C AMUKALIHH € Heo0x0aMMo, ToBa TpaOBa n1a cTaHe caMo
MOA METMUIMHCKH HAaA30p (BXK. TOYKa 4.4).

Kvpmene

He e u3BectHo nanu amukaumnst/Merabonurure MY C€ €KCKpeTHpaT B KbpMara. TpsOBa 1a ce B3eme
PELICHHE 1a7TH N1a Ce NMPEeyCTaHOBH KbPMEHETO WM 13 ce NMpeyCTaHOBH/HE Ce MPUIOKH TEPANHUATA C
AMHUKaumH 2,5 mg/ml, 5 mg/ml u 10 mg/ml undysuoneH pasTBop, karto ce B3emar MpeABU] NoJI13aTa
OT KbPMEHETO 3a IETETO W NoJi3aTa OT TEepanumsaTa 3a JKeHAT.

Depmunumem
[Tpu u3nuTBanHus 3a PCTIPOYKTHBHA TOKCHYHOCT MPH MHULIKH H TUTBXOBE HE ca JIOK/IaIBaHH edekTH
BbPXY epTHIIHOCTTA.

4.7 EdexTn BbpXy cnocobnocTTa 32 WoQHpaHe H paboTa ¢ MAIIHHK
He ca npoBesxnann m3nursanus 3a e(PeKTHTE BBPXY CrOCOOHOCTTA 32 wodupaxe u pabora ¢ MaLIHHM.

B ciyyaii na npunosxenue npu amMOyJIaTOpHH naureHTH, Tpa6Ba 1a ce BHUMAaBa NPH WO(QUpPaHE U
paboTa ¢ MalIMHHK, MOPaH B3MOKHUTE HEXCIAHMU e(peKTH. KaTo HapyLIEHUs B PABHOBECHETO (BIK.
Touka 4.8), Thii KaTo Te Morar na YBPEIAT COCOOHOCTTA @ ce wodupa H paboTH ¢ MalIHHM.

4.8 Hexenann nekapcreenn peakuun

Beuuky aMuHOrIMKO3MAM HMaT noTeHumana @ HHAYIMPAT OTOTOKCHYHOCT, ObOpeUHa TOKCHYHOCT M
HEBpOMYCKYyJIHa Os10Kka1a. Te3u TOKCMYHOCTH ce Pa3BHBAT I0-4€CTO NpPH NauKeHTH ¢ 6s0peyno
YBPEXKAaHe, NeKYyBaHH C APYTrH OTOTOKCHYHH HITH HE(PPOTOKCHYUHH MEIMKAMEHTH, KaKTO H npu
MALMEHTH, JICKYBAaHH 32 NPOAB/DKUTENIHH NEPHOIH OT BPEME U/MITH C MO-BUCOKH JJO3H OT
MpenopbYMTEIHUTE (BXK. TOYKa 4.4)..

Hesxenannte peakiumu, cuuTanu noHe Bb3MOMHO CBBP3aHHM C JICYEHHETO, ca H3OPOEHH MO-10/1y 10
CHCTEMO-OpraHHM Kj1acoBe U abCOJTIOTHA YeCTOTA.

— MHoro yecTu >1/10 or nexyBaHMTE NaLUEHTH

- Yectu >1/100 no <1/10 or nekyBanuTe NalHeHTH

- Heyectn 21/1 000 no <1/100 ot nekyBanuTe nanueHTH

— Penku >1/10 000 o <1/1 000 ot JiekyBaHUTE NaLMEHTH
- MHoro peaku <1/10 000 or nexyBanuTe raLeHTH

- C HeH3BeCTHa YeCTOTa  OT HAJIMYHMTE JAHHU HE MCBKe 1a ObJie HanpaBeHa OLIEHKA.

bes
3a noBeye NoAPOGHOCTH OTHOCHO HeXKelaHHTe JIEKapCTBEHHM peakKLMH, HHAEKCHPaAHHU ¢ “*” yny “ b7,
BHXKTE TOYKa 4.8.

Hugpexyuu u ungpecmayuu:

Heuectu: Cynpaundekums wnm konorusawus ¢ PE3HUCTEHTHH OaKTepHH MK APOKIN®
Hapywenus na xpvema u aumnama cucmema:
Peku: AHeMHs, e03uHODUTHS

Hapywenus na umynnama cucmema:
C Heu3BecTHa AHadunakTHYHK peakumum (aHapuIaKTUUHH peakuuu, aHapUIaKTHYEH LIOK,

YyecToTa aHa(MIAaKTOMIHA peaKims), CBPBXYYBCTBHTEJHOCT, MPOSABH BHXKTE CHLIO TOYKH
~Hapywenus na xoocama u nooxoxcnama moxan™ w »Obwu napywenus
HA MACMOMO Ha npunodceHue’

Hapywenus na memaboruzma u xparenemo:

Penku: Xunomaraesnemus
Hapywenus na nepenama cucmema:
HeuecTtu: CBeToBBPTEXK®, BEPTHIO®
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Penku: ['naBoGonue, napecresus?, TPEeMOp®, HapylIeHHe Ha PaBHOBECHETO®
C veusBectHa | [Napanuza®

4YeCTOTa

Hapywenus na oyume:

Penku: Caenora®, undapkr Ha petrnara’
Hapywenus na yxomo u nabupunma:

Pejiku: TunuTyC®, XMnoakysuc?

C HeussectHa | Inyxora® HEBPOCETHBHA ITyXoTa®
4eCTOoTa:

Cvooeu napywenus:

Penku: XUIoTreHs3us

Pecnupamopnu, 2pvonu u meduacmunainu HAPYUWEeHUSA.

C HeussecTHa | Anmes, GpoHxocnazbm
4eCcToTa:

MHoro peaku: | Jluxarenna napanusa® (u3on MPaHH Clyyan )

Cmomawno-upesnu napywenus:

Heuecrtu: ["anene, nospwinane

Hapywenus na koscama u nookooicnama mian.

Hevyecmu: O6pus

Penku: Copbex, yprukapus

Hapywenus na myckymo-ckenemnama cucmema u coedunvme nama moxan.
Penxu: APTpanrus, MyCKyJjiHO MOTpEIBaHe

Hapywenus na 6vbpeyume u nuxounume nemuwya.

HeuecTw: YBpexzane Ha Gb0peunnte Ty6yin

C HenssectHa | Octpa 6b6peuna HEN0CTaTbYHOCT, TOKCHYHA He(ponaTus, KJIETKH B YPHHATA
YyecToTa:
Penku: Onurypus®, nopuinen kpeaTHHuH B KPBBTA®, aIOYMUHYpHS®, a30TEMUS?,
CPHTPOLIUTH B ypHHATA®", ICKBOLMTH B YPHHATA®

Obwyu napywenus u epexmu na macmomo ne nPpUIoOdNCeHue,
Penku: [Tupekcus

Hudopmaling 3a KOHKpeTHH HexeTaHH JeKa CTBEHH peaKi[1iH

“Buxre Touka 4.4

® AMMKaLIMH He ce Mpeara BeB popMa 3a MHTpaBHTpeaHa ynotpeda. 3a cienora u PETHHAJIHO
HH(apLmMpaHe ce chobiasa cien HHTPABUTPEATTHO NMPUIOKEHHE (WHXKEKTHPaHE B OKOTO) Ha
aMUKaLIMH.

[IpomenuTe Ha 6L6peynara (yHKUMs ca 0OGHKHOBEHO 06paTHMIA MpH CITHPAHE Ha JICYEHHETO.
Tokcuunure eektn BEpXy ocmu 4CPEMHO-MO3bYEH HEPB MOrar /1a IOBeJaT 10 3aryba Ha ciiyxa,
3ary0a Ha paBHOBECHETO WJIH M JIBeTe. AMHUKaLIHH OCHOBHO MOBJIMSABA ClIyXxoBaTta (DyHKIIMA.
Koxneapuoro yBpexnane Bmousa Bicoko-uecToTHA FITyX0Ta 1 OOMKHOBEHO Ce MpOsBsABa MPeH

KJIMHWYHaTa 3ary0a Ha ciyxa ¥ Moe f1a 6b1¢ YCTAaHOBEHO ¢ ay ATMOMETPHYHO H3ClIeABaHE
(Bk. Touka 4.4).

CrobuiaBare Ha [O103UPAHH HEXKEJTAHU PEaKLIUH

CrobluasaneTo Ha Moo3Hpany HexenaHu PeaKLMH cllell pa3peliaBaHe 3a yrorpeda Ha
MPOIYKT € BaxcHO. ToBa mo3BossBa ja npoxb/oku HABMIONEHHETO HA CHOTHOMCHHETO
ICKapCTBEHUA NPOAYKT. OT MEAMLIMHCKHTE CIIELMATHCTH CE€ M3MCKBA 1a ChOBLIABAT
He)XKelaHa peakuus ypes

HU3nbanuTenna arenums no JIeKapcTBaTa
yn. . Jlamsu I'pyes” Ne 8
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1303 Cogpus
Ten.: +359 2 8903417
yebcaliT: www.bda.bg

4.9 Ilpeposupane

IIpenosupanero mMosxe 1a NPEAU3BHKA HEPPOTOKCHYHOCT, OTOTOKCHUHOCT WK Kypapusupail ehekr
(HEpBHOMYCKYTHA fiokana).

Hevernue

B cayuaii na MPEI03UPAHE HWITK TOKCHYHH PeaKLIHH, HHQY3INATA HA AMUAKALHH TpabBa na Obae cnpana
H, aKO € HEOOXOAMMO, MOKeE J1a Ce NPHITOKH (popcHpaHa Auypesa, 3a 1a C€ YCKOPH OTCTPaHABAHETO HA
aMHKalWHa OT KpBBTA. IlepHToOHeanBaTa qvain3a UK XeMOTHETH3ATA MOXKE 1a MOMOTrHAT Ja ce
CIMMHHUPA aMHKALHHBT, KOHTO Ce HATPYMBA B KPhBTA, XEMOIHATH3ATS € MO-¢(PEKTHBHA OTKOJIKOTO
TICPUTOHEATHATA IHANHK3A 32 OTCTPaHSBAHE HA AMMKALIMHA OT KDBBTA.

Hpu HoBOpoIEHH MOXe aa ce uma TIPETBH]| OOMEHHO KPLBOINPCIHBAHE, HO TPAGBA 1a 6be
MOTBPCEHO EKCNEPTHO MHEHHE NPEH Aa ce PHIOKH TAKAEA MApKa.

Heepomyckynnara 6nokana c PECIHPATOPEH apecT e HYKIa€ OT NOAXOIAIIOTO JICYEHUE, KOETO
BRIIOYBA NMPHIOKEHHE Ha HOHM3MpaH KaJILME (KaTO CIIOKOHAT WITH naktobuonar 10-20 % pastsop).
[Ipy nuxatenna napanusa moxe 1a € HEOGX0IUMA MEXAHHYHA BEHTHIALIMAA.

3. ®APMAKOJIOTHYHH CBOMCTEA

3.1 ®apMaxkoaHHAMHYHEA cBOHCTBA

(bapMakoTepaneBTHYHA IpyIia: Hpyru amuHormkosumm, ATC kon: JO1GBO6

AMHKALMHET € NONYCHHTeTHYeH AMHHOMTHKO3HACH aHTUOHOTHK, MONYYeH OT KaHAMULHH. Toif e
HOJNYHCH 9pe3 alMNHpane ¢ aMHHO-XMAPOKCHOYTHPOBA KMCEIMHA npu C-1-amuHorpynara na 2-
AEOKCUCTPENTAMHUHOBHS OCTATDK.

MexaHHu3bM Ha aelicTBie

AMHUKALMHBT NeiiCTBa upes HHXHOHpaHe Ha OeNTHYHHS CHHTE3 B GaKTepHaTHaTA pu6o3oma upes
B3aMMOAECHCTBUE ¢ pHOOo30oMHara PHK u MOCTICABAILO0 HHXHDHUPAHE HA TPAHCHALHATA B
1YBCTBHTETHHTE MUKpPOOU. ToBa BoaM 10 aHTHOAKTEpHATHO NelicTBHE.

Bpbaka OK/D/T:

Haii-paxuure OK/@/] napamerpw 3a NPEABHKIAHE HA OAKTePHLIMAHHS e(EKT HA AMHKALITHA ¢
CBOTHOIICHHETO HA MAKCHMANTHATA KOHLEHTPALUS B cepyMa (Cmax) ¥ MHHAMATHATA MHXHOUPpalIa
KoHuenrpauus (MUK) Ha cvoreeTHHa naToren. Cunta Ce, € ChOTHOLIECHHUE Cpy/ MUK 8:1 unm 10:1
BOIH N0 eeKTHBHO YOHBaHe Ha OakrepuHUTE M [0 NpENOTBpATIBAHE HA MOBTOPHHA HM PACTEX.
AMMKalMHBT TOKA3Ba Chel AHTHOHOTHYEH €(EKT HH BUTPO U KH BUBO . Clie)| aHTHOHOTHYHMST edexT
A14Ba BE3MOXHOCT 32 y/Ib/DKaBaHe Ha HHTEPBANA HA J03upae 6e3 3ary0a Ha edHracHOCT cpetly
NOBEHCTO rpaM-OTPULIATEIHH OaliHITH.

Mexann3pM(MH) Ha pesncTeHTHOCT

Pe3HCTEHTHOCTTA KbM AMHKALIMH MOKE Aa C& MOABH TI0 CJIC,JHHTE MEXAHU3MI:

—  Ex3umno geaxtuBipane: EnsuMHOTO MOJHQHULIMPAHE Ha AMHHOTIIMKO3UIHHTE MOJIEKYNIH € Hali-
Pa3NpOCTPaHCHHAT MEXaHH3bM Ha PE3UCTEHTHOCT. Toii e ONIOCPEACTBAH OT aUECTHITPaH
dochorpancdepazn win HYKJICOTHATpaHC(Epasn, KOHTO Ce KOAUPAT INIaBHO OT M
NOBCHETO CYYaH AMHKALMHET € NMOKa3al e(heKTHBHOCT CpPeIlY MHOI'O aMHHOIT
PCSHCTECHTHH BHAOBE NOpajy cNOcOOHOCTTA CH Ia YCTOSBA Ha pasrpakaaHe oT
HHAKTHBHPAUIH €H3UMH, =

—  Hamanena nenerpanus u axtveHO uztuuane: Teau MEXaHH3MH Ha PE3UCTECHTHORT S
npu Pseudomonas aeruginosa. HoBu pannH nokassat noasaTa Ha CXOIHH Mexa

PC3HCTEHTHOCT NpU Acinetobacter spp.
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—  H3menenue Ha TapreTHara CTpykTypa: Monudukaumu B pubozomute ca HabmO1aBAT KAaTO
IPHHHHA 32 PE3UCTEHTHOCT CaMo OT BPeMe Ha BpeMe.

CeuiecTByBa yacTuna KpPBCTOCaHa Pe3UCTEHTHOCT MEXK/IY AMMKALIWHA APYTUTe aMHHOTJTUKO3HIHH
aHTHOUOTHULIH.

Kannauuyna edHKACHOCT B Ge3onmacHocT

I'pannyunn croiinocTn
Crniopen EUCAST 3a amukaums ca NPUIOKHUMH CIIETHHUTE T'PAHUYHH CTOMHOCTH:

I'panuunn croiinocTn

Oprannssm cnopex EUCAST (mg/])
S< R>

Enterobacteriaceae:

Pseudomonas,

Acinetobacter n

Staphylococcus 8 16

Junceam eudoeco-

CBBP3AHU 2PAHUYHU 8 16

cmoiinocmu’ *

*Te ce 6a3upar rnaeHo na CepyMHaTa (papMakOKMHETHKA.
I) rpannuHuTE cTOMHOCTH ca CBBbP3aHH € NPUINOKEHUETO HAa MHTPABEHO3HA 11032 aMHMKalUMH 15 mg/kg
JTHEBHO

CreKThbp Ha AKTHBHOCT HAa AMHKALIMHA"

I[Ipeobnanasanero na npuno6urara PE3UCTEHTHOCT MOX€e 3 BapUpa reorpad)cku 1 ¢ BpeMETO 3a
H30paHHu BUIOBE M € >KeNaTesHa MecTHa HH(OPMALIUS 32 PE3UCTEHTHOCTTA, KOFaTo JIEKYBaTe TeKKH
uHpekimn. [pu Heobxoaumocr, Tpsbea na ce ThPCH €KCIIEPTEH ChBET, KOraTo MECTHOTO
npeodnanaBaHe Ha PE3UCTEHTHOCTTA € TaKOBa, Y€ NMPUTrOJHOCTTA HA CPEJICTBOTO MMOHE NPH HAKOH
BHJIOBE HH()EKLIMH € MOJ1 BBIIPOC.

“ecTo UYBCTBHTE/IHH BHI0OBE

Aepobnu zpam-nonoxcumennu
MUKPOOp2AHUIMU

Staphylococcus aureus
Staphylococcus haemolyticus
Staphylococcus hominis

Aepobnu zpam-ompuyamennu MUKPOOP2AHUIMU

Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Proteus mirabilis

Proteus vulgaris

Pseudomonas aeruginosa

Salmonella enterica (En teritis-Salmonellen)

Serratia liquefaciens’

Seratia marcescens

Shigella spp.

Bupose, 3a xouTo npuao6uTarTa Pe3HCTEHTHOCT
MOzKe 1a 0b/e npob.iem

Aepobnu spam-nonoxcumennu
MUKpoopzanuzmu

Staphylococcus epidermidis

Aepobnu zpam-ompunamennu MUKPOOP2ARUIMU
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Acinetobacter baumannii

Oprannsmu ¢ Bpoaena Pe3HCTEHTHOCT

Aepobnu zpam-nonoxcumennu
MUKDPOOp2aHUIMU

Enterococcus spp.

Streptococcus spp.

Aepoonu zpam-ompuyamennu MUKPOOP2AHUIMU

Burkholderia cepacia

Stenotrophomonas maltophila

Anaepoou

Bacteroides spp.

Prevotella spp.

Apyzu muxpoopzanuzmu

Chlamydia spp.

Chlamydophila spp.

Mycoplasma spp.

Ureaplasma urealyticum

' PesucreHTHOCTTA

pubpo3sa, e > 10 %.

" KbM narata Ha ny6nukyBane Ha Tesu TabrMIM HAMa Ha
OCHOBHATa JIMTEpaTypa, KHHIMTE CbC CTAaHAAPTHATA

MPENOPBKHU Ce MpeaAnonara 4yBCTBUTEIHOCT.

Hpyea unpopmayus

AMHHOTIIMKO3HAMTE ca MOAXOAAIIH 32 KOMOHHHpaHe
KOKH.

5.2 ®apMakOKHHETHYHH CBOICTBA

Abcopbyusa

[1nasmenn koHUeHTpaLy:

Ha H30J1aTH OT CHEeUHAJIHHU FPYNHA IallHEHTH, Harp. nNalHeHTH ¢ KHCTH4YHa

PasnoyIoXKeHHE aKkTyasiHa uHpopMauusa. B
pedepeHTHa JIMTEpaTypa M TEpareBTHYHH

C Apyrd aHTHOMOTHLIM

[Tpu opanHo npunoxenue, AMHKALIMHBT NMPaKTHYECKH He ce abcopOupa 1 Moxe J1a ce mpuiara camo
napeHTepanHo. Makcumanuyu HUBa Ha cepymHarTa KOHLIEHTpaIMs ce nocrurar 1-2 yaca cien

HH}y3uaTa. CEpYMHHUSAT NONYKUBOT & 2,2-2,4 yaca. [1o
NalHEHTH ¢ ObOpeYHa HEIOCTATHYHOCT M HEOHOCEHH
[Tpunoskenuero Ha no3a 7.5 mg/kg

-ABJIBI MOJIY2KUBOT MOXKE /1a Ce€ O4YaKBa [py

WJIH HOBOpOJeHH Oebera.
4pe€3 HenpekbCHata 30-MUHYTHA HHTpaBeHO3Ha MHADY3HS BOIH /10

CEpyMHa KOHUCHTpauus 38 ug/ml B kpas Ha HH}Y3HUsTA. [Tpu 31paBu 1OGPOBONLIM NPUIOKEHHETO Ha

no3a 15 mg/kg upes HenpekbeHara 3

12 yaca cnen kpas Ha uHQy3MaTA.
[1pu xopa B HanpeHana B3
no3a 15 mg/kg upe3 30-munyTHA M
Kpas Ha WHQYy3uaTa u 5,4 pg/ml u

[Tpu w3nuTBanms ¢ MHOXKeCTBO J103H,
ObOpeuna dynkums, kouTO ca MoJyy

Pasnpeoenenue:

[TpeanonaraemusT o6em Ha Pa3NpoCTpaHeHHe Ha aMHKaLMHa € npubnusuTenHo 24 1 (28 % ot
T€/I€CHOTO Terno). CreneHTa Ha CBBbP3BAHE ¢ MIA3MEHHTE MPOTESHHH € onpeneseHa Ha 4 %
Cnen npunaraue Ha npenopbunTennara A03a. TEpaneBTHYHM HHBA HA aMHUKALIMHA CE OT
KOCTHTE, CHPLETO, HTbYHHUS MeXyp, (enoaposHaTa ThKaH, YpHHaTa, XJIbukara, 6poH

CCKPETH, XpaiKHTE, HHTePCTHLMATHATA THKaH, IIEBPATHATA TEYHOCT H CHHOBMATHATH e

To¥ nudynaupa nocrarsuno B JTMKBOPA W BB3MAJIEHUTE
CEpYMHAaTa KOHLEHTPALMs NPEMHHABa npe3 31
aKO MEHHHIMTE Ca Bb3MaJIEHH.
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PaBHUTE MEHHHI'H, KAaTO T4 MOXKE J1a HHP%

0-MHHYTHa HHTpaBeHO3Ha HH(Y3US BOAM 110 CepyMHa
KOHLICHTpaums npubansurento 77 pg/ml B kpas Ha MH(DY3usTa U 47

pg/mlu 1 pg/ml, crotBetHo 1 M

PAcCT CBC CPEIeH KPEaTHHWHOB KITUPBHC 64 ml/min, npuiokeHUeTO Ha
HTPaBEHO3HAa HH(Y3HA BOAM 110 CEPyMHa KOHLIEHTpaLus 55 ug/ml B
1,5 ug/ml, cvorBetHo 12 1 24 yaca cnen Kpasi Ha MHY3HATA.

HE Ca NoKasaHu e(peKTH Ha aKyMyJIHpaHe NPU XOpa ¢ HOPMAJTHA
WIH €IMHUYHH THeBHHM J103M oT 15 1o 20 mg/kg.

MeHHMHTH. [Ipubnusurento 1
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BewmecTeoTo ce maTpynsa B 6eOpeuHaTa KOpa M TeYHOCTTA BELR BbTPEIHOTO YXO H Ce eUMBHMpPA
0aBHO OY Te3n NLAGOKH KOMIIApTMEHTH.
AMHKaUMHBT IPEMHHABA pe3 naneHTapHaTa 0apHepa M ¢2 eKCKpeTHpa ¢ YOBEIIKOTO MIISKO.

Konuentpauun, nocruratm 20 % ot tesn [IpY MaWKara, Ca OTKPUTH BEB (PETAHA KPBB H AMHHOTHYHA
TE€YHOCT.

buompancopmayus :
AMHKAIMHBT HE ce MeTaGOMH3HpPa B YOBELIKHS OPraHHU3bLM,

Eaumunupane

Mpy mauuerTH ¢ HopManHa OLOpeuna Gpynkuus cpeguust CEPYMEH KITHPBLHC HA AMHKALIMHA ©

100 ml/min u OBbOpeyHHAT KIUPEBHC € 94 ml/min. AMukaumALT ce €JIMMUHHPA Ype3 [JIOMEPYJ/THATA
(unTpaums kaTo rnaseH MET 3a canmunMpane. {lo-ronamara yact ot o6ema (60 %—82 %) ce
CKCKPETHPa HEIIPOMEHEH C YPHHATA B PAMKHTE Ha ITHPBHTE 6 daca. CamMo MHOFO MaJIKH KOIHYECTRA Ce
CKCKPETHpAT ¢ x1bukara. lpy naumenTu ¢ HopmanHa OBOpeuna ¢pynkuns 91 % u 95 % ot nozara
AMUKAUMH (HHTPaMYCKYJIHA) CE eKCKPETHPA HETIPOMEHEHA C YpHAHATA B pAMKHTE, CHOTBETHO, Ha

8 1 24 yaca,

90 % oT aMMKalMHa MoraTt Aa CC CIMMHHUPAT 4ype3 XeMOAHAJIH3a B DAMKKHTE HA YETUPH Haca.
p

[leqmaTpyuna nonynaums:

JaHHHTE OT M3NUTBAHKSA C MHOXKECTREHH AHEBHM JIO3H MOKA3BAT, Y€ HUBATA B CHHHAJIHATA TEYHOCT
TIpu HOpManHu debeta ca npubausntenno 10 % no 20 % ot COPYMHHTC KOHLECHTPALIMA U MOTAT /a2
aAoctHrHat 50 % npu MEeHWHIHT.

HuTpaBeHo3HO npunoxeHue

I1pu HOBOpOCHH M OCcOBeHO MpU HeroHOCEHN bebGera, 6EOPEYHOTO ETUMHHEEPAHE HA AMHKALIMHA ¢
HaMAaJIeHO.

I[lpu eguHuyHO W3nMTRARE MPH HOBOPOAEHH ([ -6 OHH MOCTHATAIHA BB3pacT), TPYNIHPAaHH B
3ABHCHMOCT OT TEMNIOTO NpH packaaHe (< 2 000, 2 000-3000 u > 3 000 g). AMHKalIHHBT € NIPUIIOKEH
HHTPaMyCKYJIHO H/MIIM HHTPABEHO3HO B 1034 7,5 mg/kg. KnupnHCET nipu HoBOpoaenu > 3 000 g e
0,84 ml/min/kg, a TCPMHHATHHAT MOIY>XUBOT € NpHOJM3uTenso 7 yaca. B tazu rpymna
MbPBOHAYATHUAT 00EM Ha pasnpesenenue ¥ 06eMbT Ha pasipe1eneHHe npu cTaDHITHO ChCTOSAHUE Ca,
CboTBeTHO, 0,3 mlkg 1 0,5 mg/kg. B rpynuTe ¢ mo-HHCKo Terno IpH paKaaHeTo KiHpsHC/Kg e no-
HHCPK H NONYKUBOTET € No-Abisr. [loBTOpHOTO A03Upane va keexn 12 waca [IPH BCHYKH OT F'OPHHUTE
I'PYIIA HE NOKa3Ba aKyMYJIMpaHe ciiei 5 aHH.

3.3 IlpeakiunMYHA faHHK 32 Ge20NACHOCT

TokeHYHOCT NMpPH eTHOKPATHO NPH.IATAHE

HerpomyckyiHa 6nokana u Mycky,ina napajsa ca HaOmoaBaH| NPH J1ab0paTOPHH AKHBOTHH,
OJTYYUITH BHCOKH NO3H aMUKALHH.,

ToxcHunoCT NpH MHOFOKpPaTHO npAJarane

IIpw M3nuTBaEuUs 32 TOKCUYHOCT NpU MHOTOKPATHO NPUIIATriHe TIABHUTE eekTH ca

HE(PPOTOKCHYHOCT H OTOTOKCHYHOCT.

MyTarenen u KaHUEpOreHeH NOTEHIHAT

TOKCHYHOCT NPH MOKOJIEHHETO HA MHILKH, TUIEXOBE H 3aHLH NCKA3Ba TORUINICHS YeCT
CMBPT. CLMBC’I‘B}’B& MOTEHLMANICH PHCK OT YRPEXKIAHE Ha EBTPELIHOTO YX0 H OB0pel .
KaKTo e HabnroaaBaHo 3a AaHTUOHOTHLIMTE OT $Wiaca Ha AMHHOTIOKO3HIUTE. ‘
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JIOKa/IHA TOKCHYHOCT
Jluncear nauuu.

6. DPAPMAIEBTUYHHA JAHHHU
6.1 Coucnk Ha NOMOINHHTE BEINECTBA

HaTpuer xnopun

Harpues xunpokenn (3a kopexims na pH)
Bona 3a umkekumn

6.2 HechBMecTHMOCTH

AMuKaumH 2,5 mg/ml, 5 mg/ml u 10 mg/ml ca roToBH 3a yriorpeGa hopMu H He TpabBa fa ce cMecBar
C HHKAaKBH APYIH JIEKADCTBEHH MPOIVKTH, a TpsA0GBa Aa ce NPHIIATaT OTACHHO, B ChOTBETCTRHE C
NPENOPBHUATCIIHATA 1032 H METOJ 33 IPHIIOMKEHHE.

AMHHOITTHKO3HIMTE 110 HUKAKBE HAYMH He OMBA 713 ce cMecBaT B HHQY3HOHEH pasTBOp ¢ GeTa-
JTAKTAMHHW aHTHOHOTHLIH (Hanp. NeHHIHUTHHM, LIe(haTOCIIOPHHH), Thif KATO TOBA MOKE /1A IOBEE 10
XMMHYHO-GH3NYHO neaKTHBHpaHe Ha noGasequs AHTHOHMOTUK.

H3BecThH ca XMMHUHY HeCBEMECTHMOCTH C aM(pOTEPHLIMH, XTOPOTHAZHIN, EPUTPOMMIIHH, XeTnapHH,
HUTpodypaHTOUH, HOBOOHOIIHH, (heHHTOMH, CyndanuasvH, THONEHTOH, XJIOPTETPALHKINH, BUTAMKH
B u Buramun C. AMHKAUMHBT He TpAOBa Ja ce cMecBa Npe|IBapHTENTHO C TE3H ACKAPCTBEHH NIPOTYKTH.

JleakTneupanero, korato ce cMmecsT AMUHOLTHKO3UAH H O€1a-NaKTaMHH aHTHOHOTHIM, MOXKE 14
HEPCHCTHPA H KOraTo Ce B3eMaT NpoH 3a onpeaensaHe Ha CSPYMHHTE HHBA HA aHTHOMOTHIHNTE W
MOKE N1a NOBEA€ 10 3HAYHTENTHO TIO/IIEHABAHS C MPEINKH MPpH JO3UPAHETO, A BIIOCAEACTBHE H PUCKOBE
OT TOKCHYHOCT. IIpoBute Tpabea aa ce o6paborear OBP30 K Aa ce MOCTABAT B NIeA MU A4 ce AoGaBH
bera-nakramasa.

6.3 Cpok na rogmocr

HeotBopen:

3 rosuHMm.

Cren mepBoHayanuo OTBApSAHE Ha ONAKOBKATA:
Ot MMKpOOHONOrMYHA rieTHa Touka MPOAYKTET TPAOBa Aa Ce H3MOoA3Ba He3abaBHO. AKO He Ce
M3M0J13Ba HE3a0aBHO, CPOKEBT 3a ChbXpaHeHHe Mo BpeMe Ha ynoTpeba U yCIOoBHATA nipeau ynorpeda ca

OTTOBOPHOCT Ha MOTPEOHTENS U HOPMATHO He GHXa GHIH MO-MPOXBIDKHTENIHH OT 24 Yaca npu
2 no 8°C.

6.4 Cneuuannn ycroBmns na ChXPAHEHRAE
Tosu nexapetTeen npoxykT He H3HCKEA CIICUHAJIHH YCIIOBUSA Ha CHEXPAHCHHE.
3a ycnoBHATa Ha ChXpaHEHHe Ha OTBOPEHHA JIEKAPCTBEH NPOIYKT BHXKTE TOYKA 6.3.

6.5 Buau chanpxkanne na onakoskaTa

* Awmukauun B. Bpayn 2,5 mg/ml:
byTHJIKM OT TIOJIHeTIUTEH ¢ HHCKa TUTETHOCT, cabprkamy 100 ml, npemnara
10 x 100 m!
20 x 100 m!]
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* Amuxaums B. bpayn 5 mg/ml: |
byTHIIKH OT MonMeTHIIEH ¢ HUCKa MIBTHOCT, CeABP:Kalle 100 ml, npennaranu B onakosku ot
10 x 100 ml!
20 x 100 ml

* Amuxauns B. Bpayn 10 mg/ml:
byTHikH OT nonuernnen ¢ aucka IUTBTHOCT, CbaAbprkaiv 100 ml, npetarady B onakoBkH OT
10 x 100 ml
20 x 100 ml

He Bcrukm BUOBe onakoBku morar na Obaar mycHaTH Ha nazapa.
0.6 Crieunasinn npeanaznu Mepkn NpH H3IXBBbpJsiHe H pafora

Hewnsnonseanuat npoxyxr wnu ornansunure MaTepHailM OT Hero TpAOBA 1a ¢e H3XBBPIAT
HETIOCPEACTBEHO cite1 ynioTpeba B CLOTBETCTEHE ¢ MECTHHTE MAMCKBAHMSL.

Camo 3a HHTpaBeHO3HO NPHIOKEHME,

3a exqHOKpaTHa ynotpe6a.

Hewnsnonspanusat pasrsop Tpabea 1a 651¢ H3XBBPJIEH.

Ilpenw npunoxenue pazreopst Tps082 jta Gbiae orneiaH 3a YaCTHIY M NIPOMSAHA B L[BETA.
Tpsabra na ce usnonsear camo MpO3payvHy, Oe31BeTHH pazTEOpH 6€3 YaCTHIIM.

Pa3TeOp®T Tpabea na ce npuinara che CTCPHIHO 000OpYABaHe ¢ 1IOMOIITA Ha ACEMTTHYHA TEXHHKA.

ObopyasaneTo Tpsa6Ba na Gbie HAMTBIHEHO C Pa3TBopa, 3a /12 Ce IPEeAOTBPATH HABMH3AHETO HA BB3AYX
B CHCTEeMara.

3a NOMBbAHHTETHA MHGOpMAIIHs, MOJIA, BIXKTE TouKa 4.2.

7. IIPUTEXATEJI HA PASPEIHEHUETO 3A YIIOTPEBA
B.Braun Meisungen AG

Carl-Braun-Strasse 1

34212 Melsungen, I'epmanus

Ten.: +49-5661-71-0

dakc: +49-5661-71-4567

[Tomencku anpec

34209 Melsungen,
['epmanns

8. HOMEP(A) HA PASPEIIEHUETO 3A VIIOTPEEA

AMurauvH B.Bpayn 2,5 mg/ml: 20110130

Amukaupn B.Bpayn 5 mg/ml: 20110131

AMvikatmn b.Bpayn 10 mg/ml: 20110132

9. JATA HA OBPBO PA3ZPENIABAHEMOHOBABAHE HA PA3PEINEHHUETO 3A

YTIOTPEBA

03.2023
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10. ATA HA AKTYAJIM3UPAHE HA TEKCTA
03/2023
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