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1. HME HA JEKAPCTBEHMS ITPOAYKT

AMukanyH b. bpayd 2,5 mg/ml undy3noneH pa3TBop
Amvukamus b. BpayH 5 mg/ml wndy3uoneH pasTBop
Amuxanys b, Bpays 10 mg/ml nady3noseH paszteop

AMHKaIMH
o Ogobperue Ne ..
Amikacin B. Braun 2,5 mg/ml solution for infusion

Amikacin B, Braun 5 mg/ml solution for infusion

- Amikacin B. Braun 10 mg/ml solution for infusion

Amikacin
2. KAYECTBEH U KOMMNMYECTBEH CH(CTAB

2,5 mg/ml pa3TBOp 32 HHTpaBeHO3HA HHPY3IHSI:

I ml ot undy3HOHHHA pasTBOP ChABPKA 2,5 mg aMukauuH (amikacin), no,u ¢opmata Ha
aMHKanMHOB cyJigaT (amikacin sulphate).

1 6ytrnka ot 100 ml ceabpxka 250 mg amukanmH (amikacin) (mox popmara Ha
aMuKaLMHOB cyigat (amikacin sulphate).

5 mg/ml pa3TBOp 3a HHTPABEHO3HA HHPY3UA:

1 ml or uHPY3HOHHNA Pa3TBOp CHABPKA 5 mg aMuKauuH (amikacin), noa ¢opMata Ha
amukalMHOB cyadart (amikacin sulphate).

1 6ytunka ot 100 ml ceabpxka 500 mg amukanud (amikacin) (noa ¢opmata Ha
aMHKalMHOB cyndar (amikacin sulphate).

10 mg/ml pa3TROp 32 HHTPABECHO3HA HH}Y3H:

1 ml ot undy3uoHHNa pasreop chAbpka 10 mg amukauuH (amikacin), nox gopmara Ha
aMuakalMHOB cyndart (amikacin sulphate).

1 6ytuiaka ot 100 ml ceaspka 1 000 mg amukauus (amikacin) (mop, popmara Ha
aMHKaLlMHOB cyiadar (amikacin sulphate).

TToMOILLHY BEINECTRA C U3BECTHO JleMCTBHUE:!
Bceexu 100 ml ceaspxar 15 mmol (345 mg) HaTpuii.
3a MBJIHKS CTIMCBK HA MOMOILHUTE BELIECTRA BHXKTE To4kKa 6. 1.

3. JEKAPCTBEHA ®OPMA

HHdY3NOHEH pa3TBOP
IIpo3padeH Ge3uUBeTEH BOASH pa3TBOp




4. KJAHNYIHHU XAHHU
4.1 TepaneBTHYHH NOKaA3AHHSA

3a JleueHHME Ha CAEAHHTE TEXKKH WH(PEKIHH, NpPHYHHEHH OT OakKTepHH, KOWTO <a
YYBCTBHTENHH KbM aMUKALUMH (BXK. Touka 5.1), koraro no-cnabo TOKCHYHHTE aHTHMHAKPOOHH

CpeACTBA HE Ca €(DEKTHBHM:

—  HosoxkoMmuanHi HHQEKIMY Ha JOJTHUTE TUXATEJHH TbTHINA, BKTIOUHTENHO TEXKA
NMHEBMOHHA,

— HurpaabaoMHHAIHA HHPEKLHMH, BKIIOYHTEIHO TIEPHTOHHT,

— Y CcnoKHEHHM H pelHAUBHpall HHOEKLHH HA IWKOYHHTE ITbTHINA,

—  Hudekuyu Ha KOKaTa H MEKMTE THKaHH, BKIFOUHTEAHO HHQEKLUMH NPU PaHH OT
H3rapsHud,

— baxTepuasieH eHIOKApPANT,

—  ITocTronepaTuBHH HHTPaaOAOMHHAIHN UHPEKIUK

Amuxkaiud B. Bpayn 2,5 mg/ml, 5 mg/ml, 10 mg/ml undy3noHeH pasTRop MOXKE CBHIO [
Obje H3NMOJ3BAH NPH JeYeHHEe HA NalUMeHTH ¢ OaKTepUEMHEA, KOATO RB3HMKBA BBB BPB3Ka C
UITH C€ TI0I03HPa, Y€ € CBbP3aHa C KOATO U Aa € 0T UHPEKLHHTE, H30poeHH Mmo-rope.

Amukauun B. Bpayn 2,5 mg/ml, 5 mg/ml, 10 mg/ml undy3uoneH pasreop o6H4aiiHO ce
U3M0J3Ra B KOMOMHAIMA ¢ APYTH NOAXOAAIIH aHTHOHOTHLH, 3a Aa MOKpHE DaKTepHaIHNA

CNIEKTHP, CpelilaH MPH ChOTBETHATA HHpeXIUA.

Tpsa6a na ce HMaT npenau oPUIMAIHKTE YKa3aHUA 32 NpaBmiIHa ynorpeda Ha
aHTHOAKTEpHAIHHTE CpeACTRA.

4.2 /o3MpoBKA H HAYHH HA NPHIOKEHUE

Jo3npoBKa

- TenecHoTO TeryIo Ha NMALHEHTA AIpedH JedyeHneTo TpiOBa na OBae onpencseHo, 3a jia ce

A3YHCTH NpaBHIIHATA JJO34a.

MoHHTOpHpAHE HA JeKAPCTBEHATA KOHUCHTPpANN

CrcToanueTo Ha OB0peynaTa PyHKIHA TpAOBRa na Objae onpelcneHo ypes H3IMEpBaHe Ha
KOHLCHTPANHATA HA CEPYMHHA KPEATHHHH MM H3YMCIIABAHE HA KJIMPBHCA Ha €HAOTEHHHA
KpeaTHHHH. OnNpeaensaHeTo 3a TasH e Ha KpbBHATA a30T yped (BUN) e no-manko
HanexaHo. [TepMoantHO MO BPEME HA JIEYeHUETO TPAORA 1a c€ MpaBH NMpEOLICHKA Ha
ObOpeunaTa GpyHKLIHA.

KoraTo e Bb3MOKHO, TpAOBa Aa cc H3IMEpPBAT KOHLIEHTPAlIMATE HA AMHKALMH B CepyMa, 3a fia.

cE OCHUIYPAT a/IcKBaTHH, HO HE MPEKOMepHH HHBA. JKenaTeaHo e NEpHOAWYHO, 110 BpeMe Ha
JIEUSHHETO 1A Ce U3MEepBaT KaKTO BhPXOBHTE, TaKa H HAll-HUCKHUTE CepyMHH KOHLICHTPAlHH.
Brpxosu koHueHTpawyH {30-90 MunyTH cnen mExKexums) Haa 35 meg/mL ¥ Hal-HHCKH
KOHIIEHTPalHMH (HEMOCPEACTBEHO NPpey ciaeapaniaTa 1o3a) Haa 10 meg/mL TpsdBa 1a ce
H30ArBar.

JlozuposkaTta TpAOBa J1a ¢ce KOPKUTHPA CIIOPE] NOKA3ZaHUATA.




ITpu naumenTn ¢ HopManHa 0s0peuna yHKIMA, MOXKE 14 C€ U3TI0JI3BA JO3HPAHe €AWH NbT
JTHEBHO; B TaKHBa CJIyYald BbPXOBUTE KOHLUECHTPALUH MOTAT A4 HAABHILIABAT

35 makporpama/ml.

MOHHMTOpHpPAHETO HA IIa3MEHUTE KOHLUEHTPALUM € CHJIHO MPENOPbYHTENIHO NPH NALHCHTH C
O0BLOpeuHo yBpexxaaHe.

ManrentH ¢ Hopmaana 6H0peuna pyHKIHA (KpeaTHHHHOB KJIHPBHC 2 50 ml/min)

Hozupoeka npu nayuenmi ¢ HOpMAaIHa GvOpeuna PyHKUUA

Bb3pacTHH, 1I0HOMIMM Jela Haa 12 roavnu (¢ TenecHo Terio Hal 33 Kg):

[IpenopbuMTEeIHaATa HHTPABESHO3Ha 1032 32 Bb3PACTHH H IOHOIHH ¢ HOpMaliHa 0B0pedYHa
dyHKuMA (KpeaTHHUHOB KIHPBHC > 50 ml/min) e 15 mg/kg TenecHo Terie Ha ASH, KOATO
MO>KE JIa CE MpHJIara KaTo ¢IHOKpaTHa AHeBHa [103a MK Aa O/l paszfieneHa B 2 paBHH
npuemMa, T.e. 7,5 mg/kg TenecHo Terno Ha Bcek 12 vaca.

OGuara AHeBHa 1034 He TpaOBa Aa naasumasa 1,5 g. [Ipu eHpoxkapauT H npH GeOpHIIHH
NAIMEHTH C HEYTPOINEHHA JO3HPAHETO TpAOBa na Obje ABa NbTH AHEBHO, ThH KaTO JIHTICRAT
AOCTATBYHO JAHHH B MOAKPENA HA €AHOKPATHOTO JHEBHO J03HPaHe.

KepMaueTa, Masiky aena B geua (0T 4 ceaAMULM 10 12 roausu).

TlpenopbuHTeaHaTa MHTPaBEHO3HA f03a (Npy OaBHa MHTpaBeHO3HA HH(PY3Hs1) NpH Aeua C
HopMaiHa 6L6peuna ¢yukuus e 15-20 mg/kg TT/aeH, koATO MOXKE A4 C€ NPUIOKH KaTo 15-
20 mg/kg TT eaun et gaerHO i Kato 7,5 mg/kg TT Ha Bceku 12 waca. I1pu eHgokapAMT H
npy GeOpHAHH MALHEHTH ¢ HEYTPOINEHuUs qo3upaneTo TpAdea Aa ObAe ABa MBTH JHEBHO, ThHH
KaTo JIMIICBAT JOCTATHYHO JaHHH B NOAKpPENa HA €AHOKPATHOTO JAHEBHO JO3HpaHE.

Hoeopoaeuu:
[TepeonauanHa HaToBapeauia go3a ot 10 mg/kg TT, nocneasana ot 7,5 mg/kg TT Ha Bceku

12 yaca (Bx. Touxu 4.4 u 5.2).

Henonocenu Gebera
[Ipenoprunrennara Ao3a npu HegoHoceHH Oedeta e 7,5 mg/kg TT Ha Bcexn 12 vaca

(BK. Touxku 4.4 m 3.2).

Hupy3uonad 0GeMH NpH NAUMEHTH ¢ HOpMaJHa ObOpeuHa QyHKIHA:

Jlo3a mg Ha kg rejiecHO TerJ1o
| Tenecno Terno
AMukauuH 2,5 mg / ml (100 ml = 250 mg)

25kg [5kg [10kg [12,5kg POkg BOkeg HOkg [50kg J6Okg [70kg [B0kg 90kg [100 kg
AMHKAIIHH
Bmg— - = oo B IR IR I R S S R
7.5 7,50 15,00 [ 30,00 37,50 160,00 90,00 [120,00 [150,00]180,00 210,00 1240,00270,00 [300,00ml
15 15,00 | 30,00 | 60,00 [75,00 [120,00{180,00240,00 [300,00360,00 420,00 |480,00{540,00 600,00
20 20,00 | 40,00 | 80,00 100,00 [160,001240,00320,00 1400,00480,00 (560,00 -540,00{720,00 00,00
| |

TenecHo TErNO
AMuKaluH 5 mg / ml (100 ml = 500 mg)

25kg [S5kg [10kg [12,5kg ROkg [30kg Y0kg [S0kg 60kg [70kg [80kg POkg [100kg
IAMHMKAITHH ——
B Mg 7220 FITT 0 N NS
7,5 3,75 7,50 | 15,00 {18,75 0,00 45,00 60,00 [75,00 90,00 (105,00 [120,00{}35 n-'ﬂ‘au'r:mwr
15 7,50 15,00 | 30,00 [37.50 60,00 [90,00 {120,00 {150,00/180,00 210,00 JZ7RE00 Rae0p]
R0 10,00 | 20,00 | 40,00 [50,00 [80,00 [120,00]160,00 [200,00240,00 280,00 i o B0
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| | | |
TenecHo Terino
Amurxanud 10 mg/ ml (100 ml = 1 000 mg)

25kg [ Skg [10kg [12,5kg POke BOkg Hokg [S0kg [60kg [T0kg [80kg 90kg 100 kgl
AMHKaNUH
B Mg |
7,5 1,88 3,75 | 750 P38 15,00 22,50 30,00 PB7,50 45,00 [52,50 160,00 67,50 75,00 ml
15 3,75 7,50 | 15,00 [18,75 [30,00 W45,00 [60,00 [75,00 [90,00 ]105,00 [120,00(135,00 |150,00,
20 5,00 10,00 | 20,00 25,00 }0,00 60,00 [80,00 [100,00120,00 [140,00 [160,00[180,00 [200,00]

ToynocTTa Ha Ao3HpaHe ce noJobpsasa, ako AMuxarl b. Bpayn 2,5 mg/ml, 5 mg/ml,
10 mg/m] ungy3noneH pasTeop ce npunara ¢ HH(pY3HOHHA NOMIIA.

Tosa e roToBa 3a npunoxxeHue ¢opmyna, KoATo He OHBA J1a ¢ pa3pexJa npeau NPHIOKESHHE
H KOATO € caMo 3a €IHOKpaTHA ynotpeda.

3a na ce u3berHe Mpeao3npaHe ocoOeHO NpH Aeua, TpaOBa aa ce n3depe Hall-noaxoaqImaTa
HAJIMYHA KOHIICHTpAIlHA.

MaxkcuMaHa JHEBHA A03a.

[Ipy >xuBoTO3acTpamaBamu HHGEKIMA 103aTa MOXKETE A MOIyuuTe MakCuMyM 10 1,5 rpama
Ha kg TT Ha peH 3a KpaTsk NEpUHOA, ako uMa abComoTHa HEOOXOAUMOCT OT TAKHBA BUCOKH
034 H TOrasa 1e Opnere BHUMATENHO H HENPEKbCHATO NMPOCECAABAHH 10 BPpEME Ha
JICYEHHETO.

OO0I0TO KONHYECTBO AMHKALHH, KOSTO MOXKETE Ja MOJMYYHTE 10 BPEME Ha LIATOTO JICUSHHE,
He TpaOBa Jia npeBHinaea 15 rpama.

[Topaan HEOOXOAMMOCTTA OT KOPEKLIMH Ha J103aTa, ¢AHOKPATHOTO AO3HUpaHe Ha ACH 3a
aMHMKallHHA He ce NPenophYBa NPH NallMeHTH ¢ OTciabeH HMYHHTET, OB0peyHa
HEeIOCTATBYHOCT, KHCTHYHA GUOpPO3a, aCUHT, MALHEHTH ¢ OOLIHPHH M3rapiHHA (1oBeYe OT

20% oT x0KaTa), NallMeHTH B HANPEIHAJIA Bb3PACT U MpH OPEMEHHOCT.

IIpOoaBIDKHTENIHOCT HA JICHEHHETO

Ob1aTa MpOABIDKHTENHOCT Ha JIeYeHHETO TpaOBa Aa 0bae orpaHuyeHa o 7-10 gy, B
3aBHCHMOCT OT Te€XKeCTTa Ha HHpeKuHATa. [IpH TexKKH B YyCHOXKHEHH WH(EKLUMH, KOraTo
JIeYeHHeTO ¢ aMHUKalMH HaasMiaea 10 gau, Tpabdea 0THOBO Ja C€ NPELECHH AAJH JICYCHUETO C
AMMKALIMH € NOAXOAALLD, Thil KATO eRBEHTYAJIHOTO MY NMPOJABIDKABAHE LIe U3HCKBA OCBEH
NpocacAABaHe HA CEPYMHHUTE HHBA Ha aMHKAI[HHA, MOHUTOpHpPaHE Ha PYHKIHOHHUPAHETO HA
OBOpeLrTe, ClIyXa U BECTHOYJIApHUA anapar.

INanuenTute ¢ nHdpEKIMK, OIPHINHEHA OT YYBCTBUTEIHH MHKPOOPTraHH3MH, TpsAOBa Jia ce
IMOBJIMAAT OT JICYUEHHETO B paMKHTE Ha 24 1o 48 yaca npH NpenopbYaHHa peKHM Ha
--o3HpaHe. Korato B-paMkiTe Ha-TpH A0 NET JHU He ce-HabaoAaBa TePHHHTHBHO KIHHAYHO -
NOBJIMSBAaHE, ICICHHETO TPAOBA Aa ce CIpe H Ja € HanmpaeH OTHOBO aHTHOMOTrpama 3a
OnpeAcgHe Ha YYBCTBHTENHOCTTa HA MHKpOOpraHuaMuTe. HemornussaHeTo Ha MHGPEKIHATA
MOJKE Ja ¢€ JBIKH Ha PE3UCTEHTHOCT Ha MHKPOOPTraHM3MHTE WIH HANTHYMETO Ha CCIITHYHU

OTHHILIA, HANATALHA XHPYPrHIeCKO JPEHHPAHE.
IaguenTH ¢ yBpeJeHa OLOpeuyna PpyHkuHd (KpeaTHHHHOB KAUpPBHC < 50 ml/min)

Ho3upase mpH NaugeHTH ¢ yepeaeHa 06p0peuna ¢hyHKIMA




KOHLIEHTpaLMK. BiokTe mo-Joly KOpeKLHATA Ha 03aTa NpH NaleHTH ¢ yBpeaeHa Ob0pedHa
byHKINA.

3a maueHTH ¢ yBpegeHa 6u6peuna pyHKIMA, KOWTO TI0y4aBaT 0OMYAHHO ABYKPATHO WIH
TPHKPATHO JHEBHO JO3HPAHE, KOraTo € BE3MOKHO ClIe/IBa Ja C& MOHHUTOPHPAT CEPYMHHTE
KOHLUEHTPAUHH Ha aMHAKALMH Ype3 NMOAXOAL] MeTOA 3a aHanH3. Jlosure Tpsabea na ce
KOPUTHMPAT NIpH NanieHTH ¢ yBpeacha 6p0pedna QyHKUMA WM Ype3 NPpHIaraHe Ha HOpMallHu
NO3H Mpe3 YAB/PKEHH HHTEPBAIIH OT BPEME WIH 4pe3 NpHiaraHé Ha HaMaliCHH AO3K Mpe3
(PMKCHPaHH HHTEPBAIIH OT BPEME, 3a Ja c€ U30erHe HATPyNnBaHe Ha AMMKALIMH.

KM neata Metona ce 0asHpaT Ha KpeaTWHHHOBHSA KJIIMPBHC HUIIH CTOHHOCTHTE HA CCPYMHHA
KpeaTHHHH Ha NMAalHeHTa, ThH KaTO € YCTAHOBEHO, Y€ T€ KOPENHPAT ¢ NAJY>KHBOTa Ha
aMHMHOIJIMKO3H1a NPH NALMEHTH ¢ HaMajieHa Os0peyHa (yHiuma. Te3n cxeMH Ha JO3HpaHe
Tpa6Ba Ia ce H3NON3BaT NPH BHUMATEIHO N1afopaTopHO M KIMHAYHO HAOMOACHHE Ha
NnanuenTa Y cieasa Ja ¢ IPOMEHAT ChOTBETHO, BKIIIOUHTEIHO U MPH NpHIaraHe Ha qHANH3a.

Yovaoicasane na unmepsana Ha 003Upane Npu HOPMAIHU 003U
AKO HE pa3noaraTe ¢bC CTORHOCT 3a KpEaTUHHUHOBHUA KJIMPBHC H CBCTOAHUCTO HA MALHCHTA

¢ CTAOWIHO, HHTEPBANBT HA JOZUPAHE B YACOBE 3@ HOpMaJTHAa eIMHHYHA 1034 (T.€. KOATO On
Ouna napaHa Ha NanyenT ¢ HopManna OuOpeyuna PpyHKkIMs NpH CXeMa Ba MbTH JHEBHO,

7,5 mg/kg) ce H3UHCIABa KATO 9 MBTH CEPYMHOTO HHBO Ha KpeaTHHHHA. AKO, HAIpUMeEp,
KOHIIEHTpAIHATa Ha KpeaTuHuHa € 2 mg/100 ml, rorapa npenoppuuTEIIHATa HHANBUAAYAJIHA
equHM4YHa n03a (7,5 mg/kg TenecHo terno) Tpabra na ce mpunara Ha Becekd 2 X 9 = 18 yaca.

Hamanasamne na 0o3ama npyu HOpMATHU unmepeanu Ha oosuparie

AKO HAMa Ha pa3noJIOKECHHE METOMH 32 aHANK3 HA CEPyMa, a ChCTOAHMCTO HA MALUEHTa €
CTAOMIIHO, CTOMHOCTHUTE HA CEPYMHHSA KPeaTHHHH H KpeaTHHUHOBHA KJIIHPBHC Ca Haii-
TOCTBITHUTE TIOKA3ATENH 34 CTeNeHTa Ha OBOpeuHOTO YBpeKAaHe, KOUTO 1a ObaaT
M300/A3BaHH KaTo YKa3aHHE 34 JO3HpPOBKAaTa.

I[Ipu nanmenTH ¢ XpoHHYHA OBOpeuHa HEAOCTATHYHOCT U U3BECTEH KPCATHHHHOE KIHPHHC,

HaTOBApBalllaTa /1033 € aMMKaluH 7,5 mg/kg tenecno tero. IlogabpikaiiaTa n03a, JapaHa
npes HHTepBaJH oT 12 yaca, TpAOBa Aa ce HaMa/li NpONOPLIHOHATHO Ha HAMANABAHETO HA
KpeaTHHHHOBHA KIMPHHC HA NAUMEHTA M ¢& u3unchsaea no gopmynara.

KPEaTHHUHOB KJIIMPBHCrexyn [Ml/min]
HaMaJIcHa 032 aMHKAllHH= —— — X H3YHcIeHa HATOBRApBalia A03a
[mg] KPEATHHHHOB KITHPBHC yopmanen [M1/min] aMHKaLlHH

KaTo ynsTBaHe MOXKETE Aa U3MON3BATE CTOMHOCTUTE, JIaICHH B CIIEABAIIATA gv:103)1501 2]

KpeatuHuHo JlHeBHA M03a aMMKaMH  Jlo3a aMHMKalMH Ha 12 yaca 3a
B narueHT ¢be 70 kg TenecHo

KJIAPEHC TErno
[ml/min] [mg/kg TesileCHO TerJIO Ha A¢H] [mg]

70 — 80 76 — 8 266 — 280

60 — 69 6,4 — 7.6 224 — 266

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 — 2,0 56 — 77
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["opHHTE CXE€MH Ha JO3HPAHE HE ca NPEAHA3HAYEHH 38 HETHPINALLH NPOMEHH NPENOPbKH, a
NO-CKOPO Ce AABAT KaTO HACOKH 34 I03HMpaHe, KOraTo HiAMa yCJIOBHA 3a H3MEPBAHE HHBATaA Ha
aMHMKallMH.,

ANTepHAaTUBEH rpy0 METO/ 3a ONpEAesAHe Ha HaMajleHaTa 4034 [IPH IBaHAJeCeT YaCOBH
HHTEPBAJIH (32 NalHEHTH, YHMTO PaBHOBECHH CTONHOCTHU Ha CEPYMHHA KPEAaTHHHH HE Ca

M3BECTHH) € Ja CE€ pa3eiM HOPMATHO NPETIOPBUHTEIHATA 4032 HA CEPYMHHA KpeaTHHHH Ha
nalyeHTa.

ITallMeHTH Ha XeMO/IHAJIH3a HIIH ICPUTOHEAIHA JHAJIN3A

[MTaupeHTH IPOBEXKAALIH XEMOAHAIH3a WK MIEpUTOHEaIHa JHAJIH3a, TTOTy4asaT /103a,
HaloJIOBMHA HAa HOpMAJIHATA, B KpasA Ha JHajiM3HaTa npoucaypa.

ITanMeHTH Ha XEMOOHAMM3a HWIIH NEPUTOHEANIHA AUAIH3a MOXe J1a TpAORa Aa nojay4yapat
npoMeHeHa 103a aMHKauHMH. B 1034 cioyyail Bamumar nekap we ce yBepH, 4e € rpeandcaHa
npaBHaHATA 33 Bac f103a.

I[p}’l"l{ CIICHHAITHHA I'PYIIA NMalHCHTH

IlalyieHTH B HANIPEIHAJIA BH3PACT.
[TlanpeHTHTE B HamIpeAHaNa Bb3PacT MOXKe Jia C& Hy K AaAT OT NO-HUCKH N03H AMHKAallMH, B

CpaBHEHHE C [IO-MJIAAUTE NMALMEHTH, 3a Ja Ce IIOCTUTHAT TepaneBTHYHH IUIa3MCHH
koHneHTpauun. Korato ¢ B53MOXKHO, II¢ ¢¢ oueHH Bamara 6n6peyna ¢pyHkuus 1 Bamata
1034 I1Ie ¢e KOPUIrHpa, aKo TOBa € HEOOX0AHMO.

IManHeHTH ¢ TEXKKO 3aTIOLCTIBAHE
Ilpy Te3H NaMEHTH A03aTa C€ H3YHUCIIABA CIIOPEA HACAAHOTO TEJIECHO TETJIO MIKC 4{

[POIECHTA JONBIHUTEAHO Terao. ITo-xscHO go3ara Bu Moxe aa 6b1¢ KOpHIHpaHa B
CBOTBETCTBHE C HABATA HA AMMKALIHHA B KpbBTa By. BamnaT nexap HAMa Aa BU NpEANHILEC
noseye or 1,5 g aMuKailMH Ha JECH.

(OOUKHOBEHATa NMPOABIDKHUTEIHOCT HA JieueHUueTo € oT 7 no 10 gHH.

[TaupenTH ¢ BOJa B KOpeMa
Moxe na ce AaBaT MO-BHCOKH J03H, 32 /Ia ¢€ NOJyYaT aJcKBaTHH HHBA B KPbBTA.

IlanMeHTH ¢ aclHT

TpaOra na ce Npunarat NO-BUCOKH J103M, 34 J1a ¢€ NOCTUTHAT aACKBATHH CEPYMHH
KOHLIEHTPALHH, KATO C€ HMA NIPSABH]] OTHOCHTENHO NMO-roJiAMOTO pa3snpeAciCHHUE B
H3BBHKIETHYHATA TCYHOCT.

HayuH Ha NpHIOKEHHE

HMuTpaBeHo3Ha yioTpe0da.
[IpenopruHTEIHATA NPOABJKHTENHOCT Ha eAHA HHPY3HA MPH BH3PACTHH € 30 MHHYTH, HO
MOXKe Ja OpoAbKHa A0 60 MUHYTH.

IIpy neaHaTpPHYHM MALMCHTH € HOPMAJIHO PasTBOPLT Ja ce HHQy3Hpa 3a uHTepBaa ot 30 1o
60 munytH. HoBopoaeuurte TpaOBa ga nosryqaBsat nHdy3nara 3a 1 go 2 yaca.




4.3 IlIporuBonokazaHHA

- CBpPBbXYYBCTBHTEJIHOCT KbM AMHKALMH WIIH APYTH aMHHOTJIMKO3HAH HITH KbM HAKOE OT
[IOMOIHHTE BelleCTRa, H30poeHH B TouKa 6.1, -

- AHaMHE34a 3a CBPBXYYBCTBHTETHOCT HIIH CEPHO3HH TOKCHYIHH PEAKIHH KBM
aMHHOTJIMKO3UJIH MOJKe A3 HANPaBAT IPOTUBOMOKA3aHO NPHIOKEHHETO HA BCAKAKBH
aMHAHOTJIMKO3HJIH, 110PaJd H3BECTHATA KPBECTOCAHA YYBCTBUTEIIHOCT HA MAUUEHTHTE
KBM JIEKAPCTBATA OT TO3H KJlac.

4.4 Cnensajnd npeAynpeKAeHHs H Npeana3Hd MEPKH NPH ynoTpeda

Tpabea Aa ce BHMMAaBa MpH MPUNIaraHe Ha NaUKUCHTH C:
* ObOpedHo yBpeknaHe;
¢ VYBpEXAaHEe Ha CJIyXa WIH BeCTUOYJIapHAA anapar;
® HEpPBHOMYCKY.JIHY 3a00ssBaHus (HANp. MHACTEHH:A IPaBUC, MAPKHHCOHHIbM, ThH KaTo
MYCKYTHATA clabocT MOXKeE 2a C& YCWIH MOpafH NOTEeHLHATHHS Kypape-oao0eH
edeKT Ha aMHHOTTIMKO3UIHTE BBPXY HEBPOMYCKYIHHTE CHHANCH) H
® Te3H, KOMTO Ca JIEKYBAHH C JIPYT aMHHOIMTHKO3H, HEMOCPEACTBCHO NIPEAH aMHMKaLMHa.

[TauueHTH, JeKyBaHH ¢ NapeHTepaIHd AMHHOTAIUKO3HIM, TpAOBa /18 ObAAT MO/ HEMPEKBCHATO
KNHHUYHO HaOmoaeHne, Thit KATO CBILECTBYRA NOTEHLMAJ 32 OTOTOKCHYHOCT H
HepOTOKCUYHOCT, CBbP3aHH € TAXHATA ynoTpeba.

ToxcuanuTe erekTH HA AMHHROIIMKOZHANTE, BKAIOYHTE/IHO AMHKAIHH, €A N0-9€CTH
[PH NANHEHTH ¢ 0LOpEeTHH YRPeKAAHHA, AKO ¢¢ PHIAraT BHCOKH J03H H AKO ce
YAbL/KH NPOALJIKRTEHOCTTA HA JIC1ECHHETO.

He e ycTanoBeHa 6e30MaCHOCTTa IIPH JIEYEHHE 32 NEPUOAH, NO-ABJITH OT 14 1Hu.
Hpyra ¢akTopH, KOHTO YBEJIHYaBaT PHCKA OT AMUHOIMIMKO3HAHA TOKCHYHOCT, BKIIKOYBAT
HaIlpeAHAIaTa BE3PACT M ACXHApaTaluiATA.

HeBpo/oTOTOKCHYHOCT |

HeppoToKcHdHOCT, NposABABaila ce ¢ BecTHOynapHa 1/uin OMIaTepanHa ciyxosa
OTOTOKCUYHOCT, MOKE Jia C€ pa3BHe TP HNalUeHTH, NEKyBaHH C AMHHOIITHKO3HAW. PHCKBT OT
MHAYLIHPaHA OT AMHHOTTIMKO3UIH OTOTOKCHYHOCT € ITO-I'0JIAM NpH NallUCHTU ¢ YBpeAcHA
6b0peuna QYHKIHA, WK NPH TE3H, TIPH KOUTO JIEYEHHETO NMPOABIDKABA MOBEYE OT 5-7 AHH,
NOPH H NIPH 3APABH NALMECHTH. |

Haii-Hanpes 0OMKHOBEHO CE€ Pa3sBHBa BUCOKO-YECTOTHA MIIyXOTa, KOATO MOXe Ja Obae
YCTAHOBEHA C ayJHOMETPHYHO H3cheasaHe. Moxke Ja ce pasBue BEPTHIO, KOETO Ja Obae
NOKa3aTeJICTRO 3a BecTHOYnapHo yBpexaaHe. Jpyru npoiBH Ha HEBPOTOKCHYHOCT MOKE Ja
BK/IIQYBAT M3TpBIBaHe, MPAaBYUYKAHE N0 KOXKATA, MYCKYJIHH [IOTPCTIBAHKWA H I'BPHOBC.
[TanMeHTHTE, KOMTO PA3BHBAT KOXJICAPHO WJIH BecTHOY/IApHO YBPEXKAAaHE, MOXKE Ad HAMAT
CUMIITOMH 11O BpEME Ha JISYEHHUETO, KOHTO 14 TH NMpeNyTpeKAaBaT 3a pa3sBHTHETO Ha
TOKCHYHOCT Ha OCMHS HEPENHO-MO3bYEH HepB, a 00ila WM YacTHYHa HeoOpaTHMa
NBYCTPaHHA FIyXOTa MM MHBAJIHAM3HUPAILO BEPTHIO MOXKE J1a CE Pa3sBHE Clie[l KaTo
JIeYEHUETO € NMpeKkpaTeHo. Buxre ¢pio Touka 4.8,

Huaynupasara oT aMHHONTHKO3HIM OTOTOKCHUYHOCT € OOHKHOBEHO HEOOpaTHMA.

HeBpoMycKyIHA TOKCHYHOCT




BB3MOKHOCTTa 32 peCUPaTOpHa NMapanusa TpsAOGRa Ja ¢e WMa NpeABHI, aKO
AMHHOTIMKO3UANTE C€ MPHIIAraT, M0 KOHTO M Jia € BT Ha MPHIIOKEHHE, OCOOEHO NpH
NalLMeHTH, KOUTO MOJYYaBaT CHNPOBOKAALIO JEKAPCTBEHH NPOAYKTH, KOUTO CHIIO
NMpUYMMHABAT MyCKynHa Osokaja.

BuxTe chillo Touka 4.5.

AKO ce pa3BHE HEBPOMYCKYJIHa O10Kazia, KaJILBHEBUTE COJIM Ca B CBCTOSHHE A4 BB3CTAHOBAT
CBHCTOAHUETO MPH JHXATe/Ha Napajin3a, HO MOXeE J1a €€ HAJIOXKH MEXaHHYHO aCHCTHPaHO
aumane. HeepomyckynHata 610Kkana M MyCKyTHATa napajiu3a ca HabJoJapaHu npH
nabopaTOPHH KHBOTHH, KOUTO MOJy4YaBaT BUCOKH 1031 aMHKAlIUH,

BLOpeuHa TOKCHIHOCT

AMHHOTJIHKO3HIIHTE C4 NOTEHIHANHO HeQPOTOKCHYHU. bLOpeqHaTa TOKCHUHOCT €
He3aBUCHMA OT MHKOBAaTa [a3MeHa KoHnenTpalna (Cmax). PUCKBT oT HEPPOTOKCHUHOCT €
[0-TOMNAM MPH MALHEHTH ¢ YBpeAcHa Ob6peuna QyHKIHA H TIPH TE€3H, KOUTO TIOMyYaBaT
BUCOKH JO3H, WIH NpH KOUTO JICUCHHUETO € NPOABIKUTEIHO.

[Taumenrute TpaGea aa 6paaT nodpe XxuapaTHpaHH Mo BpeMe Ha JIeHEeHHe, a ObOpeuHaTa MM
¢yHKLMA Aa ce oneHABa ¢ O0HYaliHHTe METOAH NMPEAH 3aMl0YBaHEe HA JIEYSHHE U CKEIHEBHO B
X0Ja Ha JeueHuetro. BuxkTe Touka 4.2.

IHeBHUTE 1031 TPAOBa Aa OHAAT HAMAJIEHW W/HIH HHTEPBATBT MEKIY AO3KUTE TpAOBa Na
ObJe YABJDKEH, B ClIydaii Ha NpH3HalK Ha HapylleHa ObOpeyHa PpyHKIMs, KaTo:
MIMHAPYPHS, HATHYHE HAa JICBKOLMTH HIIH €pUTPOLIMTH, all0YMHHYpHA, HaMaJliBaHE Ha
KPeaTUHHHHOBHS KIHPBHC, HAMANEHO OTHOCHTENIHO TErIO, XHITEPA30TEMHS, MOBHILIEHO a30THO
ChbABPXKAaHNE B KPHBTA, NOBHILIIABAHE HA CEPYMHUA KPEaTHHUH H OIIMrypHs. JleueHHeTO
Tpsa0GBa Jia O'b/le MPeyCTaAHOBEHO, aKO A30TEMHUATA HAPACTBA HIIK aKO 0GEMBT HA ypHHATA

MNOoCTCIICHHO HaAMaJIABAa.

MoOHHTOPHpPAaHEe HA NANIHEHTA

BrOpeunaTa GYHKIHA U TA3H HA OCMHA YePeNHO-MO3BUEH HEpB TpAOBa 1a OBAaT
HeNMpeKbCHATO HaBmoaaBaHK, 0cOGeHO NPH MALMEHTH C U3BECTHO HIIH [003HpaHo 6pOpevHO
yBpe)KIaHe MPH 3aIo4BaHe Ha ICYCHHETO, & ChLIO H NPH TE€3H ¢ OB0peuHa pyHKUHA, KOATO
TEPBOHAYANTHO € HOPMAJTHA, HO MO BpeMe Ha JIeYeHHETO Pa3BHBAT NPOsABH Ha GxOpeuHa
muchyHKpa. CepyMHHMTE KOHLIEHTpaUMy Ha aMHKalMH Tpabea /1a ObaaT MOHHTOpHPaHH,
KOraTo € Bb3MOXKHO, 33 A4 Ce OCHTYPAT aIcKBaTHH HUBA W Aa ce U30erHar NoTEHIHATHO
TOKCHYHH HMBa. YpHHaTa TpAOBa Ja ce H3ClicABa 33 HaMaIABaHE Ha CNICHPHIHOTO TETTIO,
[IOBHMIIEHA €KCKpeliMs Ha MPOTEHHH H HAJIMYHE HA KIeTKH Had celUMEHT. KpbBeH ypeeH
a30T, CEPYMEH KpeaTHHHH WIH KpeaTHHHHOB KIIHpBHC TpsaOBa a ¢ce H3C/IeABAT NEPHOAHYHO.
Tpabea na ce NpaBAT cEpHiHA ay JHOTPaMH, KOraTo € BB3MOXKHO, TIPH NaHeHTH, AOCTATBYHO
BB3pacTHH, 3a 71a OBAAT U3cneABaHH, 0c00HO TE3H C BUCOK pPHCK. JloKasaTescTBaTa 32
OTOTOKCHUYHOCT (3amaiBaHe, BEPTHIO, IIYM B YIIHTE, KEHTEXK B YIIHTE H 3ary6a Ha ciryxa)
W1 He(PPOTOKCUHHOCT HAJIATAT NPEKpaTABAHE HA JICUEHHETO HIH KOPHIHpaHe Ha no3aTa.
Bmkre TO4Ka 4.8,

JleuenueTo ¢ aMHMKaLMH TpsAGBa Aa 6bAe CHPsSHO, AKO CE€ pa3sBUAT THHHTYC HIIH CyOeKTHBHA
zary0a Ha cliyxa WIH aKo KOHTPOJIHMTE ayAMOrpaMH MOKaXKaT 3HauHMa 3aryda Ha
BUCOKOYECTOTHHA OTIOBOP.

KakTo M IIpH OCTaHAIIATE aHTHOMOTHULIM, yHoTpebaTa Ha aMHKallMH MOXe a I0Bee 10
CBPBXPACTEIK HA HEUYBCTBUTENHH MHKPOOPraHH3MH. AKO C€ CIIy4H TOBa, TpAORA fia ce
3aM04YHe MOAXOALN0 JIEYEHHE, =
JIoxanHo NpHJIOKEHHTE KaTO YacT OT ONEpaTHBHA MPOLEAYPA AMHHOTTIMKO3HIH 4
abcopObupat ObP30 M MOYTH HAITBIHO (C U3KIHOYCHHE Ha MHKOYHHA MeXyp).

pa3BUTHE Ha HeoOpaTUMa riyxora, Ob0peyHa HENOCTATEYHOCT H CMBPT NOP




HEPRHOMYCKYJIHA OJIOKaia BB Bpb3Ka ¢ NPOMUBAHE HA ONMEPATHBHOTO MOJIE C
aMUHOTIMKO3UIHY MNpenapaTi (HE3aBUCHMO OT CTEICHTA).

3a MaKyJapHO MH(papuHMpaHe, MOHAKOTra BOJAECIIO A0 NOCTOAHHA 3aryba Ha 3peHHe, ce
chOOILIABA ClIe]] HHTPABHTPEO3HO NPHIoKEeHHE (MHXEKTHpaHe B OKOTO) HA aMHKALUH.

ITaipieHTH B HafipeAHaNa Bb3pacT

ITauueHnTUTE B HaMpeAHANA BB3PACT MOXKE a UMAT HaMasieHa Op0OpeuHa QyHKLM, KOETO Ja
HE CE€ OTYHUTA IIPH PYTHHHH CKPHHHHI U3CACABAaHUA, KATO a30THO ChABpPKaHHE B KPBBTA HITH
cepyMeH kpeaTtuHuH, TlonesHo Moxe na Obae onpeaAeNaHETO Ha KPEATHHHHOBHS KNHUPBHC.
MonunTopHpaHeTo Ha ObOpeYHaTa PyHKLMA NPH MAUKHECHTH B HANpeAHaNa Bb3pacT, IpH
JIEYEHHE C aMHHOTIHKO3HH, € 0COOEHO BaXKHO.

AMHHOIIMKO3HAKMTE TPsAOBa 1a ce U3MON3BAT BHUMATEHO NIPH HEJJOHOCEHH H HOBOPOACHH
Oebeta, nopaau HespenuTe OBLOpeLM NIpH Te3W NALUEHTH, KOETO BOIU A0 YABKABaHE HA
CEPYMHHS TONYKUBOT HAa TE3H METHKAMEHTH.

CrienuaaHy nopeaynpexacHud/mpeaAna3Hd MEpKH OTHOCHO TIOMOIIHHUTE BELIECTBA
JlexapcTBeHHTE NpOAYKTH ChABPKAT 15 mmol (mm 354 mg) narpuii Ha 100 ml. Tosa Tps6sa
Na C€ HMa MpeABH [TPA MAUWECHTH Ha JHETa ¢ KOHTPOJIWUPaH NPHUEeM Ha HATpHIl.

[loBausABaHe Ha pesynTaTUTE OT AAOOPATOPHH W3CIIECIBAHNA

AHAJIA3BT HA CEPYMHHA KPEaTHHHH MOJXKe J1a MoKake (pajllIMBO MOTOXKHTEITHA CTOUHOCTH,
KOraTro ¢BbIPOROXKAALIO C€ NMpuiaraT LedalocIopHHH.

B3aMMHOTO MHAKTHBHPAHE HAa aMUKALMH U OeTa-TaKTaMHK aHTHOHOTHIIM MOXE 3 POJIbJIKH
B pobu (Hamp. cepyM, HepeOpocniHanHa TEYHOCT M Jp.), KOWTO ca B3¢TH 334 aHAJIH3 Ha
aMUHOTJIMKO3HAN H TOBA 11l AOBEe A0 HeBepHHM pe3ynTaTu. [lopaau ToBa nipoGute TpaOBa na
OBJAAT WIH aHAJIU3HPAHY He3a0aBHO CJIe]] B3€MaHETO UM, UIIHM Ja CE MOCTARAT B XJIAAUIHHK,
WY [IbK OeTa-naKkTaMHUTe aHTHOMOTHIIN na ObAAT HHAKTHBHPAHH 4pe3 AodassiHe Ha OeTa-
nakTamaza. UHaKTHBHpaHETO HA AMHHOIJIHKO3HIHTE € KIIHHWYHO 3HAYHMO CaMO IpH
MALHEHTH C TEXKKO yBpeAeHa ObOpeuna pyHKIHA.

4.5 B3anmMoaeHcTBHE ¢ APYTH JeKAPCTBEHHE NPOAYKTH H ApYru GopMHA Ha
B3aHMOACHCTBHE '

Bera-nakTaMHH aHTHOHOTHYHH JIEKAPCTRA

Moske 1a *Ma HaMaJleHHe Ha CepYMHATAa AKTHBHOCT, KOraTO aMHHOTIIMKO3H, HIIH
aHTUOHOTHK OT MEHUIIMJIMHOBATA TPYIIA CE MPUIAraT e JHOBPEMEHHO ¢ aMHKALMH in Vivo IO
OTIeNIHH NBTHILA HA NMPHIIOXKEHUE.

JApyra HeBpOTOKCHYHH, OTOTOKCHYHHA HJIW HePPOTOKCHUHE BelecTBa = - .. ——
EAHOBPEMEHHOTO WITH MOCJICAOBATEIHO MPHACKEHHE, KAKTO CHCTEMHOTO, TAKA H TOMUKATHO,
HA APYTA HEBPOTOKCHYHH, OTOTOKCUMHH WM He()pOTOKCHYHH BEILECTBA, TpsaOBa Aa ce
H30ATBa, IOpaji Bb3MOKHOCTTA 38 aJUTHBHH €(EeKTH.

TOKCHYHOCTTA Ha AMHKALIMHA MOXe Aa OB/l YBeIHYeHa OT CIeAHHTE HEBPO H/HITH OTO- U/M/IH
HE(PPOTOKCHYHH BEIICCTRA:

* Ipyru napeHTepajiHd aMHHOTJIMKO3WAH (HaNp. KAHAMHLHH, IAPOMOMULIMH)
. HpyTH aHTHHHPEKIHO3HH XUMHOTEPATIEBTHLIM, HANp.
—banuTpaiuH,

—amdoTepuun B, 7
—nedanocnopudy (Hanp. uedaJoOpHaHH), /
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—BaHKOMMLIHH,
—TMOJUKCHHHA (MOMMMHKCHH b, KONMCTHR),
— BHOMMIIHH
° CpabpXaliy NJIATHHA IUTOCTATHLH:
-KapOOMmIaTHH (BBB BHCOKH JO3H), LIUCIIATHH, OKCAJIMILIATHH (0COo0€HO B CIydaH Ha
Bede chimecTByBalla Os0peiHa HEAOCTATEYHOCT)
o HmyHocynpecopHu
—IMKJIOCIIOPHH,
—TaKPOJIUCMYC
* bbpz0 gedcTRallH AMYpPETHLH, Hanp.
—(JyposeMug
—eTAKPUHOBA KMCENMHA (IIOTEHLMANHO NPUCHINA OTOTOKCHYHOCT, AONBAHHTE/IHA
TOKCUYHOCT Ha aMHHOTJIHKO3HJIHTE MOXe Jja Obpae nopuileHa NOOpPajaH
nexuapaTupaiua  edeKT Ha JUYPETHUMTE W YBEIHYEHAa KOHUEHTpalHd Ha
AMMHOITIMKO3UHTE B CEPYMa U THKAHUTE)
. AMHKaIIH/METOKCH(ITYpAHOBA AHECTE3HA
AMHHOIJIMKO3HIUTE MOraT Aa yBeavuaT yBpexaamms OwOpeuute edeKT Ha
meTokcH(ypad. Korato ce M3moy3parT €JHOBPEMEHHO €A BB3MOXKHH M3KIMIOYHTE/IHO
TEXKKH HEBPOIIATHM.

KoraTo aMHKaliH ce€ KOMOHHHYpa ¢ MOTEHIHAJIHO HedypO- HIIH OTOTOKCHYHO CPEeACTBO,
KanalHTeThT 3a YyBaHe H On0peuHaTa dyHkumMa TpadBa Aa OBaT MpocaeaIBaHH MHOIO
sHMMaTenHo. B ciyuaii Ha eqHoBpeMeHHa ynoTpeba ¢ Obp30 AeiicTBaly AUYPETHK, TpAOBA Aa
ce Npoce[ABa CbCTOSHHETO Ha XMAPATALUA Ha NalMCHTA.

AMurayui/ MpCKynu PEaaKcanmu u Opyzi Gelecman — HeepPOMyCKyANU epexmu

[pu €AHOBPEMEHHO JI€YCHUE C aMUKallUH K

—~  HEeBPOMYCKYIHH O1moKepHd (Hanp. CyKLMHUJIXOMUH, IeKAMETOHHH, aTPaKypHYM,
POYPOHHYM, BEHKYPOHHYM),

—  TOJIeMM KOJMYECTBA LUTPATHA KPBR WIH

—  aHEeCTCTHIH, |
Tpsa0Ba Jla ce OMaKBa, Ye HEPBHOMYCKYJIHaTa O0Kaja, ripeIU3BHKaHa OT Te3H
MEJIHKaMEHTH, 1€ HApacHe H MOXKE [1a 0BeAe A0 AUXaTe/IHa IIapain3a.
B ciaydaii Ha XMpypruyuHa HaMeca, AaHECTE3HONOT'BT TpAOGBa fa Obae HHGOPMHPaH, e ce
NpHara TO3H JIEKAPCTBEH MPOAYKT.
MoxekTHpaHETO HA KAJIMEBH COIM MOXKE /la I0BEE 10 OOPATHO PA3BUTHE Ha
MPEaN3BUKAHATA OT AMUHOITIHKO3MAH HEPBHOMYCKYNHaTa G1oKkana (BX. Touka 4.9).

HHaoMeTanHH
MHaoMeTaAaUMHBT MOKE Aa YBRSANYM IUIASMEHATA KOHIIEHTpalluAd Ha aMHMKaHHA NPH
S A N oo

BudgochoraTu
CpilleCTBYBa MOBULIECH PHUCK OT XHIIOKALUUEMHS, KOraTo aMHHOTIIMKO3UIA Ce npwiarar

saeqHO ¢ OudocdoHaTH.
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4.6 DepTHANTET, OPEMEHHOCT H KhpMeHe

bpemennocm

CbinecTByBaT OrpaHHuYeHH JaHHH OT ynorpebata Ha AMUHOTTHKO3HAN MPH OPEMEHHH JKEHH.
AMHHOITIHKO3HAHTE MOXKe Ja MPHYHHAT YBPEXKIaHE Ha T0Aa. AMHHOTJIMKO3HIHTE
NpEMHHABAT Mpe3 [UIALEHTATA U MMa JOKJIaJIH 34 TOTallHa, HeoOpaTHMa, JBYCTPAaHHA FIyXoTa
NpH Aela, YHHTO MaiikK ca NOoIy4aBajiu CTPENTOMHLIMH MO BpeMe Ha OpeMeHHOCTTa.,
Benpekn ue He ca AOKIAABaHN HEXeNlaHW eEeKTH BbpXY NJI0A2 WIH HOBOPOACHHTE IPH
OpeMeHHH XKEHH, NEKYBAHH ¢ AIPYrd aMUHOTTIHKO3UAH, MOTCHUHAI 34 YBpeXKAaHE
ChIIECTBYBa. AKO 10 BpeMe Ha OpeMeHHOCTTa C€ H3N0JI3Ba AMHKAIWH WK aKo NalHeHTKaTa
sabpeMeHee JOKATO IpHeMa TO3M MeIHKaMEHT, MAalMeHTKaTa TpaOBa ja Obje NpeucHeHa 3a
NOTEHIHANHA ONIACHOCT 3a TUI0AA.

Amuxanmd 2,5 mg/ml, 5 mg/ml 1 10 mg/ml undys3noHeH pasteop He TpsadBa Aa ce H3MOI3Ea
o BpemMe Ha GPEMEHHOCT, OCBEH aKO KIMHHYHOTO CHCTOSHHUE HA KEHATA HE HAJAra JICUEHHE C
aMUKALHUH. AKO C€ NPeELeHH, Y€ JCYEHHETO C aMHKAllUH ¢ HeoOXx0oauMo, ToBa TpAOBa J1a CTaHE
caMo MoJ MeJAMHUHCKH Haa3op (BXK. Touka 4.4).

Kvpmene

He e W3BeCTHO iyl aMUKALWHbBT/MeTabONTUTHTE MY CE EKCKPETHPAT B YOBEIIKOTO MJISKO.
Tpabea na ce B3eMe pelleHUe Jalu Aa C€ NPeyCTaHOBH KbPMEHETO WIH Ja ce
peycTaHOBH/HE ¢e MpoBeae Neyeuneto ¢ Amikacin 2,5 mg/ml, 5 mg/ml u 10 mg/ml
MH(Y3UOHEH PA3TBOP, KATO ce B3eMaT MpeABU MOJ13aTa OT KbPMEHETO 38 ACTETO H N10N13aTa
'OT TepanusATa 3a JKeHaTa.

Gepmunumem
[Tpu “3NUTBaHKA 3a penpoAYKTHBHA TOKCHYHOCT [IPH MHIIKH H TUIBXOBE HE ¢a AOKIaJBaHH
edexTi BbpXy PEePTANHOCTTA.

4.7 EdekTH BhPXY cCOCOOHOCTTA 33 miopHpaHe H padoTa ¢ MAINHHHA

He ca npoBexiaHi H3MTBaHUs 3a e(eKTHTE BbpPXY COcOOHOCTTA 3a modUpane u padoTa ¢
MaLlKHH.

- B cayvaif na npuaoxkenue npy amOyaaTopHd HalHeHTH, TpAOBa Ja ce BHUMABa NpH
wodupane 4 paboTa ¢ MaHHM, TIOPaAH BE3MOXKHHUTE HEKEJIaHH €EKTH, KaTO HApYILICHHA B
paBHOBECHETO (BK. ToUKa 4.8), Thil KATO Te MOTAT Aa YBPEAAT CTIOCOOHOCTTA Ja ce modupa H
paboTH ¢ MaLIUHH.

4.8 Hexenann JeKAPCTBCHH PEaKIHH

BcUYKY aMHHOTMKO3HIW MMAT MOTEHLMANA Na UHAYIHPAT OTOTOKCHYHOCT, HBOpeuHa
TOKCHYHOCT H HEBPOMYCKYJIHAa Onmokaza. Te3u TOKCHYHOCTH C€ pa3sBHBAT MO-4€CTO IIPU
AaUHEHTH ¢ 6B0peYHO yBpexXaaHe, TeKyBaHH C APYTH OTOTOKCHYHH HJIH HE)POTOKCHYHH
MEJHMKAMEHTH, KAKTO H [IPH MALHEHTH, JISKYBAHH 34 NMPOABJDKHTEIHH NEPHOIH OT BpeMe
H/MITH ¢ NI0-BUCOKH JO3H OT MPENnopbuHTENHUTE (BXK. TOYKa 4.4)..

Hesxenanute peakiiuy, CYMTAHU NOHE BH3MOKHO CBBP3aHH ¢ JICUSHHETO, ca W30POEHH No-
A0JIY MO CHCTEMO-OpTaHHU KNacoBe H abCoOTHA YECTOTA.

—  MHoro vecTH >1/10 oT neKyBaHHTE NALIHEHTH o
— UecTH >1/100 no <1/10 oT IeKyBaHUTE MALMEHTH
—  HewectH >1/1 000 go <1/100 oT JeKyBaHHTE NMAaLMEHTH

—  Penxu >1/10 000 oo <1/1 000 ot neKyBaHHTE nauﬂex7
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—  Mmuoro peaku

<1/10 000 oT neKyBaHHUTE NMALIHEHTH

— C HeH3BECTHA YeCcTOTa OT HAJMYHHTE JaHHH HE MOXKE Jia 319115 HaIllpaBCHA OLICHKA.

3a nopeye NOAPOOHOCTH OTHOCHO HEXKENAHHTE JIEKAPCTBEHH peaKIliHi, HHIEKCHPaHH C

¢6doy

i h”, BIOKTE TOUKa 4.8.

Hubexyuu u ungpecmayuu.

Heuecty: CynpanH$eKUns WM KOJIOHH3ALMS ¢ PE3UCTEHTHN GaKTepHH UM JPOAH
Hapywenus na kpvema u aumprama cucmema:

Penxu: AHemus, €03HHODHINUA

Hapywenua Ha UMyHRAMA CUCMEMQ.

C AHadunaxTiuny peakiui (aHadHIAKTHYHH peakuH, aHaQUIaKTHYEH LIOK,
HEeM3BECTHa | aHAQHMIAKTOM/IHA PeaKl{us), CBPbX4YYBCTBHTENHOCT, MPOSBH BHXKTE ChHIIO
4ECTOTA TOUKH ,JHapyuerua na xoxcama u nooxodchama mouxan’” 1 ,,00upu

Hapywerua u B@EI{MH RHdA MACIROMO HA H_PIMODJCEHHE“

Hapywenusn na memabonusma u Xxpanesemo:

Penku:

XUIIOMAarHe3HeMHUAa

Hapywenus na nepgnama cucmema:

HeuecTy: CBETOBBPTEIK , BEPTHIO"

Penxu: I'naso6onue, napecresus”, TpeMop®, HapylIeHHe Ha PABHOBECHETO
C [Tapanusa®

HEH3BECTHA

YeCTOTA

Hapywenusa na ouume:

Penkn:

Cnenora’, UHGApKT HA PeTHHATA'

Hapywenua na yxomo u 1abupunma.

Penku: TuHHTYC”, XHMOAKy3HC"

C [ myxota® HeBpOCEeTHBHA riyxoTa’
HEN3BECTHA

YeCTOTa:

Cvdosgu napyuienusi.

Peaxn: XUNOTEH3UA

Pecnupamopnu, 2pbOHU U MEOUACMUHARHU RADYUEH .

C AnHesa, 6poHXoCnazybLM
HECH3BECTHA
4ECTOTa:
T
MHoro Juxatenna napanusza (H30JIMpaHy CIIyvaH)
| pelIKH:

CrmomMauino-4pesru HapYIEeHUs.

HedecTH:

I'anene, noBpwUIAHE

Hapywuenua na xooicama u nooxosicHama muKan.

Heuecmu:
Penku:

Obpur
Copbex, ypTHKapus

Hapywenwi na MyCKYaRO-CKeAemHama CUcCmeMa U Coe€OURUMEARama MobKaH.

Penku:

APTPEIJI[‘HH, M)‘CK}'HHO HDTPEHB&HE

Hapywenus na bvbpeyume u nuxounume nomuwda.

HeuecTn: Yepexkgane Ha ObOpeunnte TyOynH
C Octpa 6B0peYHa HENOCTATHYHOCT, TOKCHUHA HEQpONaTHs, KIETK 73
HEH3BECTHA

ypHHAaTa

W R
(5
12 %
=




YeCTOTA:
Penku: OnurypHs®, NOBHILEH KPEaTHHHH B KPBBTA®, al6yMUHYpHUS , A30TeMus
| ePUTPOLIMTH B ypuHaTa®, NSKBOLIHTH B ypHHaTa

O6wu napyuienus u ehermu Ha MACMOMO HA NPUAONCEHUE .
Penku: [iupexcus

Hudopmaums 32 KOHKPETHH HEXKENAHHW JIEKAPCTBEHH PEAKIIHM
LBuxre Touxa 4.4

® AMHKaIAH HE ce Mpeiara BpB GopMa 3a HHTpaBUTpeanHa ynotpeba. 3a CIIenoTa v
peTHHaNHO uHapuupane ce cboOWaBa cien HHTpaBHT]JEﬂJIHO npuiIcKeHHe (MHXEKTHPAHE B
OKOTO) HA aMUKALMH.

[TpomenuTe Ha 6BOpevHaTa PyHKLNA ca OOHKHOBEHO 0OpaTHMH NPH CITUPAHE HA JICYCHHETO.
ToxkcuynuTe edeKTH BLPXY OCMH YEPEHO-MO3bUEH HEPB MOTAT Ja JoBeaT 10 3aryba Ha
Cllyxa, 3ary0a Ha paBHOBECHETO WJIH M JIBETE. AMHKALIMH OCHOBHO IOBJIMSBA CIIyXOBaTa
dyHkumusa. KoxneapHOTo yBpexJaHe BKJIFOYBA BUCOKO-Y€CTOTHA TyX0Ta H OOMKHOBEHO Ce
NpOABSBA TPEeAN KIHHHIHATA 3ary0a Ha cjlyXa B MOXe Ja ObAe YCTAHOBEHO C
ayMoMeTpHuHO mu3cneasane (Bx. Touka 4.4).

Cro6aBaHeTo Ha MOA03MPaHH HEJKENAaHU PEaKliMy clIell paspelaBaHe 3a ynorpebda Ha
NeKapcTBEHHA MPOAYKT & BaskHO. ToBa TI03B0MIABA Aa NPOABXKH HAaOONeHUETO HA
CBHOTHOLIEHHUETO TIO3a/PUCK 33 IEKAPCTBEHHA MPOAYKT. OT MENMIIUHCKUTE CIIELHAIHCTH C€
H3HCKEA J1a CHODIIABAT BCSAKA MONO3HpaHa HeKelaHa peakiiia ypes3 M3nbaHHTE/IHAa areHUHA
IO JICKAPCTBATA!

yn. Jaman I'pyes” Ne 8

1303 Codus

Ten: +35 928903417

yeOcaiiT: www.bda.bg

4.9 Ipenosupane

[MpenosupaneTo MOXKE J1a NMpeJU3BHKa HEPPOTOKCHUYHOCT, OTOTOKCHYHOCT WM KypapH3upall
edekT (HepBHOMYCKYTHA OnoKaza).

devenue
B ciyuaii Ha npeao3upaHe Wi TOKCUYHH PEaKI{H, nH{y3UATa HA aMMKALIMH TpaOBa ga Obae

CIPSHA H, aKo & HeoBXoauMO, MOXKE A2 ce MPUIIOKH (popCHpaHa IKYpe3a, 3a 1a Ce YCKOPH

OTCTPAHABAHETO Ha AMHKALUMHA OT KpbBTa. [lepHTOHEANHATA IAANN3A HIU XEMOIMATII3ATA
MOJKE /1a IOMOrHAT A4 e eJIMMMHHpa aMUKAUHBT, KOHTO Ce HaTpYIBa B KPbBTA.
XeMoauanuzara € no-e(eKTHBHA OTKOJKOTO IEPUTOHEATIHATA AHAIN3A 32 OTCTPAHABAHE Ha
aMUKallHHA OT KPbBTa.

Ilpu HOBOPOZAEHH MOXE A CE€ MMa NpeABH 0OMEHHO KPBBONIpENHBaHe, Ho TpAOBa aa Obae
NOTHPCEHO EKCNEPTHO MHEHHUE NIPEAH Ja ce MPHIIOKH TaKaBa MApPKa.

HespomyckyiHaTa 6110Kaaa ¢ pecriupaTopeH apecT ¢e HyXKJae OT OAXOAAIIOTO JICUCHHC,
KOETO BKIOYBA MIPHIOKEHHWE Ha HOHU3MPaH KasLMi (KaTo IMIOKOHAT WK JIaKTOOHOHAT 10-




5. ®APMAKOJOI'MYHM CBOHUCTBA

5.1 PapmakoaHHaMHIHH CBOHCTBA

dapmaxoTepanesTHuHa rpyna: Jpyru amunormikosugy, ATC koa: JO1GBO06
AMWKAIHHBT € NOJYCHHTETHYEH aMHHOTJIMKO3HAEH AHTHOMOTHK, IOJTYYeH OT KAHAMHIHH.
Toii € nofyueH upes alHIHpaHe ¢ AMHHO-XHAPOKCHOYTHpOBa KHCENHHA NpH C-1-
AMMHOTpYIATa Ha 2-ACOKCUCTPENTAMIAHOBHS OCTATHK.

MexaHU3sM Ha AeiCTBHE
AMUKaUMHBT JielicTBa ype3 HHXHOHpaHe Ha GeNThYHHA CHATE3 B OaKkTepuaiHara pubo3oMa

upes B3aumoneiicTeue ¢ pubozomuara PHK u nocnensaio nHXnOMpaHe Ha TPAHCIIAIIMATA B
yyBCTBHTCIHUTE MHKpOoOH. ToBa BOAM 10 aHTHOAKTEPHANHO NECHCTBHE.

Bpbika OK/DH:

Haii-saxkuure OK/®]] napaMeTpH 3a npeaBmikaaHe Ha OakTepuIIMAHES edekT HAa AMHKAaLMIHA
€ ChbOTHOLICHUETO HA MAKCHMAJTHATA KOHIEHTpaHa B cepyMa (Cmax) ¥ MUHHMAaJIHATA
vHXHOMpama Kornentpauus (MVIK) Ha choTBeTHHA naToreH. C4nTa e, Ye ChbOTHOLIEHHE
Cinax/ MUK 8:1 wru 10:1 Boau a0 epeKTHRHO YOHBaHE Ha DAKTEPHHTE W A0 NIPEeAOTBPATABAHE
HA [NOBTOPHHA HM PacTeX.

AMHKaUMHBT MOKA3Ba clell aHTHOHOTHYeH epeKT HH BHTPO M UH BHBO . Clien
aHTHOMOTHYHHAT edeKT AARA BE3MOXHOCT 34 YABIDKaBaHe H2 HHTEPBA/a Ha Jo3HpaHe Oes

zary0a Ha e(pHKaCHOCT cpellly NOBEYETO IpaM-OTPHIATEIHH OaLHIIN.

MexaHu3bM(MH) Ha pe3HCTEHTHOCT

Pe3ucTeHTHOCTTAa KbM AMHKALIMH MOXE J1a CE TOABH 110 CIEAHUTS MEXAHU3MM:

—  En3uMmHo AeaxTuBHpaHe: EHsuMuoTo Moauduipate Ha aMMHOTTIHKO3ZHIAHHTE MOJICKYJIU
€ Hall-pasnpOCTPAHEHUAT MEXaHM3IBM HA PEe3UCTEHTHOCT. To# € OMoCpeaACTBaH OT
auetunTpanchepasy, pocdorpancdepasu WM HyKICOTUATPAHCHEPA3H, KOHTO Ce
KOAMpAT [JIABHO OT IJIasMuau. B noseueTo coyuan aMHKalMHBT € OKa3ajl €PpeKTHBHOCT
cpellly MHOIO aMHHOIJIHKO3H]T PE3UCTEHTHH BHAORE NOpany CrocodHOCTTA CH Aa
YCTOABA HA pasrpakiaHe OT AMHHOTIIHKO3HA-HHAKTHBHPAINH €H3UMH.

~ HamaneHa neHeTparya H aKTHBHO H3THYaHE: Te3H MEXaHHU3MM Ha pEBHCTeHTHOCT ce
"Habmoaasar npu Pseudomonas aeruginosa. HoBH jaHHM MOKa3BaT MOABAaTa Ha CXOQHU
MEXaHHW3MH Ha PE3HUCTEHTHOCT NpH Acinetobacter spp.

~ HameHenue Ha TaprerHaTa cTpyKTypa: Moaudukaiuu 8 pub030MHTE ca HaOmoOAaBar
KaTO NMPHYHHA 33 PE3UCTEHTHOCT CaMO OT BpeMe Ha BpEME.

ChlIECTBYBa YaCTHYHA KPhCTOCAHA PE3HCTEHTHOCT MEXAY aMUKALIMHA ¥ IPYTHTS

aMHHOTJIHKO3HHH aHTPIﬁHOTHuH

KananuHa epHKACHOCT H 0€30MACHOCT

I'paHHYHH CTOHHOCTH
Crnopen EUCAST 3a aMHKALIMH <2 TIPUJIOKHMH CACAHHUTE TPaHNYHH CTOMHOCTH!
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I'paBuYBEN CTOHHOCTH

Opranuspm cnopea EUCAST (mg/l)
S< R>

Enterobacteriaceae;

Pseudomonas,

Acinetobacter u

Staphylococcus 8 16

Junceam suooso-

CEBPIARYU CPAHUYHU 8 16

cmoimocmu’ *

*Te ce 6a3Hpar IMaBHO Ha cepyMHaTa (papMaKOKHHETHKA.
1) rpaHMYHATE CTOWHOCTH Ca CRBP3aHH ¢ NPHJIOKEHHETO HA MHTPAaBEHO3HA 11033 aMHKallHH
15 mg/kg nHEeBHO

CrekThp Ha aKTHBHOCT HA aMHKAI[HHA:

[Ipeo6nagaBaHeTo Ha IpHAOOUTATAa PE3SUCTCHTHOCT MOXKE 12 BapHpa reorpadcKku B ¢ BpeMETO
3a U30paHN BHJCBE U € JKeJlaTeHa MECTHA WH(OpMallisi 32 PE3NCTCHTHOCTT], KOTaTo
nexysaTe Texky uadexupn. [Ipu Heo6XoaUMOCT, TpsOBa Ja C& ThPCH €KCIIEPTCH ChBET,
KOraTo MecTHOTO npeodiafaBane HA Pe3HCTEHTHOCTTA € TAKOBA, Y€ IPHUIrOIHOCTTA HA
CPEeJICTBOTO NMOHE [IPH HAKOH BHAOBE HHdbexuuu ¢ NoA BhIIPoC.

YecT0 YYBCTBUTEJIHH BH10BE
Aepolru 2pam-nroAOHCUMETHU
MUKPOOPZAHUIMU

Staphylococcus aureus
Staphylococcus haemolyticus
Staphylococcus hominis
Aepobnu zpam-ompuyamenni
MUKPOOP2AHUIMU
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Proteus vulgaris
Pseudomonas ae mg_fnasa_"
Salmonella enterica (Enteritis-Salmonellen

Serratia lfqﬂéfacfensg T S

Seratia marcescens
Shigella spp.
Bunose, 3a Kouro NpuaodHTATA
| pe3HCTEeHTHOCT Movke Aa Obae npobiaem
Aepobnu 2pam-noa0iucumenu
MUKDPOOP2AHUIMY
Staphylococcus epidermidis
Aepobru spam-ompuyamennu
MUKPOOP2ARUIMU
Acinetobacter baumannii
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Oprans3mMia c BpoJeHA PE3HCTEHTHOCT
Aepobru zpaM-nonoxcumennu
MUKPOOp2aHUIMU

Enterococcus spp.
Streplococcus spp.

Aepobru zpam-ompuuamesnu

MUKPOOPZAHUIMU
Burkholderia cepacia
Stenotrophomonas maltophila

Anaepobu
Bacteroides spp.

Prevotella spp.

Apyzu MUKpoop2anuimu
Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.
Ureaplasma urealyticum

T PesucTeHTHOCTTA Ha M30JaTH OT CTIELHMATHH TPYIH NALMEHTH, HAMp. MAUHEHTH ¢ KHCTHYHA

¢ubpo3a, € > 10%.

 Kpm parara wa nyGmukyeane Ha Te3M TaGiMUM HAMA HAa pasfoONOXNKEHHE AaKTyalHa

uHpopMmanus. B ocHOBHATa NMMTepaTypa, KHHIHTE ChC CTAHJAPTHATA pedepeHTHa INTepaTypa

H TEpaneBTHYHU IIPENOPBKHU Ce NPEATIOIara YyBCTBHTEITHOCT.

lpyea ungpopmayun
AMHHOTJIAKO3UAWTE Cca NOOXOMINH 3a KOMOMHHpaHEe ¢ JApYrH aHTHOHOTHIM Cpeury rpam-

IMOJIOKHUTCITHH KOKH.

5.2 ®apMakoKHHeTHYHH CBOHCTBA
Abcopbyus

[InazMeHH KOHIIEHTPALUM:

[1pH opanHo NMpHACKEHHE, aMUKALIMHBT MPAKTHYECKH He ¢e abcopbHpa i MoXe Ja ce

npuaara caMmo napeHTepaiHo. MakcHMalHHA HHMBa Ha CEPYMHATa KOHLCHTpaLK:A € NoCTUrar

1-2 uvaca cneq uHdy3uaTa, CepyMHHAT MONYXKHUBOT € 2,2-2,4 yaca. [To-apirbr NoayKMBOT

MO3Ke Ja C€ OYaKBa IIPpH HNanHeHTH ¢ 0BOpeuHa HEAOCTATHPYHOCT H HEAOHOCCHH HITH

HOBOPOISHH Oebera.

[Mpunoxeuuero Ha Ao3a 7,5 mg/kg ypes HenpekbeHaTa 30-MHUHYTHA HHTPaBEHO3Ha HHY3HA

BOJM /IO CEpyMHa KOHLUeHTpanua 38 pg/ml B kpasa Ha undysusaTa. Ilpu 3apaBu o0poBOIILH

MPUAOKEHHETO Ha 1033 15 mg/kg upes HenpexkbcHata 30-MEHYTHA HHTPaBEHO3HA HHOY3HA
—BOAH A0 CEPYMHa KOHLIEHTpalus npubausurento-77-pg/ml B kpasd Ha uHdy3uata u-47-pgiml —

1 1 pg/ml, crorBeTHo 1 1 12 waca cnep kpas Ha HHPY3HUATA.

[Ipy xOpa B HampeAHAIA Bh3PacT ¢he Cpeiel KpeaTHHHHOB KIMpBHC 64 ml/min,

NpHIOKEHUETO Ha 103a 15 mg/kg upe3 30-MuHyTH2 HHTpPaBEHO3HA HHQY3HA BOJIH 10

cepyMHA KOHLEHTpAaUuA 55 pg/ml B xpas Ha undysuara u 5,4 ng/ml u 1,3 pg/mi, cboTBeTHO

12 1 24 yaca cjreq Kpast Ha HHY3HATA.

[1pw M3NUTBaHHMs ¢ MHOMKECTBO JI03M, He ca nokazaHu ¢(eKTH Ha aKyMyJIHpaHe NMPpH Xopa ¢

HopManHa OpOpeuta QYHKIHA, KOUTO Ca NONYYUNU SAHHHIHA THEBHU A03H OT

15 no 20 mg/kg.

Paznpocmpanenue:
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[IpeanonaraeMusaT 06eM Ha pa3pocTpaHeHHe HA aMHKalMHa € npubnmusurtento 24 1(28% ot
TeNSCHOTO Terjio). CTeneHTa Ha CBBP3BAHE C IIA3MEHUTE IPOTEHHH € onpejiesieHa Ha 4%0—
10%.

Cnen npunaraie Ha NpenopbUMTENIHATA J03a, TEPANCBTHYHH HHBA Ha aMHKallHHA CC
OTKPHBAT B KOCTHTE, CHPLETO, HKITBUHUA MEXYp, OenoapodHaTa ThKaH, YPHUHATA, KNBUKATA,
OpPOHXHANTHUATE CEKPETH, XPAYKHTE, MHTEPCTHLIMAIHATA THKaH, MIEBPAIHATA TEYHOCT H
CHHOBRHANHATA TSUHOCT.

Toit qudyHANpa JOCTATHYHO B IHKBOPa U Bh3naJeHUTe MCHHHTH. [Ipubnnsurento 10% no
20% oT cepyMHATa KOHLICHTpalg NpeMHHaRa npe3s 3ApaBUTe MEHHHIH, KaTo TS MOXKe Ja
HapacHe 10 3(%, ako MEHMHIHTE Ca BB3MAJICHMU.

BemecTBOTO CE HaTpyNEa B Ob0pevYHATa KOpa H TEYHOCTTA BBB BETPEIIHOTO YXO H C€
€JIUMHHENpa 0aBHO OT T€3U ABJIOOKH KOMIIAPTMEHTH.

AMHUKAIIHHBT DPEMHHARA Npe3 IUIALCHTaApHAaTa GapHepa U ¢€ EKCKPEeTHpa ¢ YOBEIIKOTO
musiko. KonnenTtpanuu, nocturamu 20% oT Tesu npu MalKaTa, ca OTKPHTH BB (eTaaHa
KPBB U aMHHOTHYHA TEYHOCT.

Buompanchopmayua: | |
AMHKALMHBT He ce MeTaboNu3upa B YOBEIIKHA OPraHU3bM.

Enumunupane:

INpy nagUeHTH ¢ HopMaaHa 6bp6pevyHa QYHKIMSA CPENHUAT CEPYMEH KAUPBHC Ha aMHKALHHA €
100 ml/min 1 6B6peUHHAT KIHPHHC € 94 ml/min. AMHKAUHWHBT C€ EAUMMHHEPA Upe3
riaoMepyaHaTa QUITpaLus KaTo riaBeH MbT 3a enuMuHupane. [lo-romsimara gact ot obema
(60%—82%) ce ekcKpeTHpa HeNpOMEHEH ¢ YpHHATA B paMKHTE Ha MbpBUTeE 6 yaca. CaMo
MHOT0O MAJIKH KOJIMYECTBA C€ EKCKPETHPAT ¢ »rpuKata. Ilpu nauHeHTd ¢ Hopmania OsOpeyHa
dyuknusa 91% u 95% ot go3aTa aMMKALMH (MHTPaMyCKyJ/IHa) C€ EKCKPETHpa HETIPOMEHCHA €
YPHHATa B paMKATE, ChOTBETHO, Ha 8 U 24 yaca.

00% oT aMHMKALIMHA MOTAT Ja e SIMMHHMPAT Ype3 XeMOAHAIU3a B pAMKUTE Ha YeTHPH 4aca.

TleanaTpHUHA MIOMYyIalUAa;
JIaHHWTE OT H3NUTBAHHWA ¢ MHOXKESCTBCHH JHEBHH 03M MOKa3BaT, Y€ HHBATa B CIIHHAJIHATA

TEYHOCT MpH HOopMalHu Oebera ca npuban3zuTenHo 10 o 20% oT cepyMHHTE KOHLUECHTPalHH
H Morat Aa Jo¢THUrHat 50% npu MEHMHTHT.

HMuTpapeHO3HO NPHAGKEHHE
[Tpu HOBOpOAeHH H ocobeHo mpu HeAOHOCeHH OebeTta, GLOPEYHOTO eNUMUHHUpaHE Ha

aMHKallltHa € HAMAJICHO.

Iipn epunMYHO M3NKTBaHE NpH HOBOpoAeHy (1-6 nHM NMOCTHATANIHA BH3PAcT), rpyIvpaHi B
3aBUCHMOCT OT TeryoTo npu paxaane (<2000, 2000-3000 1 >3000g). AMHKaUMHET €
NPHJIOKEH HHTPAMYCKYJIHO H/MJIE MHTpaBeHO3HO B Jo3a 7,5 mg/kg. KnuppHehT NpH |
gopopozeHu >3000 g e 0,84 ml/min/kg, a TepMHAANHAAT NOJYXXHUBOT € NIPUONUZUTETHO

7 yaca. B Ta3u rpyna nppBOHAYATHHAT 06€M Ha pasnpezeeHne U 00eMbT Ha pasnpeacicHne
Mpu cTAaOUITHO CBCTOAHHE ca, ChoTBeTHO, 0,3 ml/kg u 0,5 mg/kg. B rpynute ¢ N0-HHCKO TEIJIO
MpH paXJaHeTo KIMpbHC/KE € mo-HUCHK H NONYKHBOTHT € MO-Ababr. [lopTOpHOTO AO3HpaHe

Ha BcexkH 12 yaca npH BCHYKH OT MOPHUTE IPYIH HE NMOKA3BA AKYMYJIHpaHe CJieq 5 AHH.
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5.3 IlpeaxknHuHHYIHH JAHHH 32 06€30HACHOCT

TOKCHYHOCT NIPH eJHOKPATHO A03HPaNe
Hespomycicynna 610Kana 1 MyCcKyJiHa Niapanusa ca HabGmonapanu npy nadopaTopHy
XHUBOTHH, MOJYYHIA BHCOKH 103M AMHKALIHH.

ToxkCcHYHOCT NIpH MHOTOKPATHO JO3HpaHE
[Ipy H3NHTBaHMA 32 TOKCHYHOCT NPH MHOTOKPATHO A03HpaHe INIaBHUTE e(PEeKTH ca

HePOTOKCHYHOCT H OTOTOKCHYHOCT.

MyTareHeH U KapUHHOreHeH MOTEHUHAT
He ca npoBexgaHH U3NMUTBAHKA 32 MyTarcHHHS WIH KaPUHHOTCHHUA NOTCHLUHAJ HA
aMHKAall{Ha.

PenpoaykTHBHa TOKCHYHOCT
[Tpm n3mUTBaHHA 32 PENPOAYKTHBHA TOKCHYHOCT aMHKALIHHBT [IPEAH3BHKEA 3aBUCHMA OT

N03aTa HePOTOKCHUHOCT Nipu OpeMEHHH IUTBXOBE ¥ TEXHHMTE (PETYCH, a MSTIMTBAHMATA 32
penpoAYKTHBHA TOKCHYHOCT NPH NOKOICHHUETO HA MUIIKH, IITBX0OBE H 3aHIIH ITOKa3Ba
NOBHLIEHA Ye€CTOTA Ha deTaliHa cMBPT. CHIIECTBYBA NOTEHLHANIEH PHCK OT YBPEXKAAHE Ha
BETPEIIHOTO YXO H ObOpenuTe Ha NA0Aa, KaKTo € HaGIoAaBaHo 3a aHTUOMOTHLMTE OT Kiaca
Ha aMHHOTJIOKO3HIHUTE.

JIoKAJIHA TOKCHYHROCT
JIMncear JaHHH.

6. P©APMAINEBTHYHH JAHHH
6.1 CnucenbK HA MTOMOIIHHTE BelllecTsa

Hatpueer xnopuna

Hatpuer xunpoxcH (3a kopekLya Ha pH)
Boaa 3a vHKekuuHu

6.2 HecnLBMeCTHMOCTH

Amikacin 2,5 mg/ml, 5 mg/ml u 10 mg/ml ca roroeu 3a ynorpe6a ¢gopmH 1 He TpaOea Ja ce
CMECBAT ¢ HUKAKBH JAPYTH JICKapCTBEHU TIPOAYKTH, a TPAOBa Jla ce npujarar OTAe/HO, B
CBOTBETCTBHE ¢ NPENOPBUMTEIHATA AO34 M METOJ 3a [IPHIIOKEHHE.

AMHHOTIIHKO3UHTE MO HUIKAKBB HAYHH He OHBa Jla ce CMECBaT B HHPY3MOHEH pa3TBOp C
GeTa~-naKTaMHM aHTHOHOTHLH (Hanp. TeHHLIUTHHHE, 1e(paToCIOpHHH), T KaTO TOBA MOKE Ja

" IoBeae N0 XMMHUYHO-PHU3HYHO NCaKTUBUPAHE Ha J0OaBEHHA AaHTHOMOTHK.

H3BecTHH ca XHMHYHH HECHBMECTHMOCTH ¢ aM(pOTepHLIMH, XJIOPOTHAZHAM, €PHUTPOMHILIUH,
XenapHH, auTpodypaHTOHH, HOROOHOLWH, PeHHTOHH, Cyadaana3uH, THONCHTOH,
XJAOPTETPALMKINH, BUTAMHH B # BuTamud C. AMUKaIMHBT HE TPAOBA a ¢€ CMECBa
npeBapUTENHO C T€3H JIeKapCTBeHH NMPOaYKTH.

JeaKTHBHPAHETO, KOTATO CE CMECAT 8MUHOIJIHKO3HAH U O€Ta-NaKTaMHH aHTHOHOTHIY 7
1a IEPCHCTUPA U KOraTo ce B3eMar NnpobH 3a onpefensgHe Ha CEPYMHHTE HUBa Ha N
aHTHOMOTHULIUTE W MOXKE J1a JIoBee 10 3HAYMTEJIHO NoJAUSHABAHE ¢ MPERIKH NPH AQ '

TMH;}O
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a BIIOCJAEACTBHE U PUCKOBE OT TOKCHYHOCT. [IpobuTe Tpsabea aa ce o6paboTsar 6bp30 K Aa ce
MOCTABAT B Jie[l HIK Aa ce jodasn OeTa-maKkramasa.

6.3 Cpok Ha rogHOCT

HeoTBopeH:

3 rOIWHH.

Craen mMppBO OTBApPAHE HA ONAKQOBKATA!

Ot MuxpofHoNOTH4YHA INIeHa TOUYKa MPOAYKTHT TpAOGRa Aa ce H3non3sa He3abaBHO. AKO He
ce U3Mo3Ba He3abaBHO, CPOKBT 3a ChXpaHECHHE Mo BpeMe Ha ynoTpeda ¥ YCJIOBHATA NpEH
ynoTpeba ca OTIOBOPHOCT HA NIOTPEOUTEN H HOPMAITHO He OHXa OMJIH NO-NIPOABIDKHTCIIHY OT

24 gaca npu 2 go 8°C.

6.4 ChnenuadHy ycJOBHS HA ChbXpPAHEHHE
To3u nexapcTBCH NMPOAYKT HE UIUCKBA CrICLIMaliHH YCIOBHS HAa ChbXPaHEHHE.
3a ycji0BHA HAa ChXpaHEHHE Ha OTBOPEHHA JICKAPCTBEH MPOJYKT, BIDKTE TOUYKA 6.3.

6.5 BHA H chALPKAHHE HA ONAKOBKATA

e Amukaii b. bpayH 2,5 mg/ml:
ByTHIKH OT IOSIHETHIEH ¢ HACKA TUTBTHOCT, ChAbpkawy 100 ml, mpennaranu B
onakoskd or 10 x 100 ml

20 x 100 ml

e Awmuxaiud b. bpayn 5 mg/ml:
BYTHAKH OT MOJMETHIEH ¢ HACKA MNBTHOCT, chabpxamu 100 ml, npeanaraHy B

ONaKOBKH OT

10 x 100 ml
20 x 100 ml

» AmMukanuH b. bpayn 10 mg/ml:
ByTHIKH OT MONMETHIIEH C HHACKA MILTHOCT, ChAbpkamu 100 ml, npeanaranu B

OHAKOBKH OT

10 x 100 ml
20 x 100 ml

‘He pcHukn Buaope OMAKOBKH MOTAT Jja ObJaT yCHATH B MPOAaxKo0a.

- ———— § r——— —_—

6.6 ChoenmuHajaHH nNpeANA3HH MEPKH NpH H3XBLPJsSHE H paboTa

Hensnon3paHuAT NPOAYKT WIM OTOAABYHHUTE MATCPHAIIH OT HEro TpaAOBa 1a ce U3XBHPIAT
HETIOCPEACTBEHO Cliell yroTpeba B CBOTBETCTBHE ¢ MECTHHTE M3UCKBAHHUS.

CaMo 3a HHTpaBeHO3Ha yriotpeda.

3a eaHoKpaTHa yi1oTpeda.

Hewusnonzpauuat pa3Teop TpaOBa ga 6bA¢ U3XBBpPJIEH.

[Ipeau npunoxeHHe pa3TROpET TpiaOea Ja Obje OryieaH 3a YaCTHIM M NIPOMAHA B 1B




PazrBopbT TpadBa Ja ce npuiara CbC CTEPHIHO 000py/ABaHE C MOMOINTA HA ACENTHYHA
TexHuka. ObopynBaHeTO TpAORA Na ObAe HAMBIIHEHO C pa3TBOpa, 3a Aa ¢ NPeIOTBPATH
HABJIM3AHETO Ha BB3AYX B CHCTEMATA. |

3a JONBIHHTEIHA HHpOPMALHd, MOJIA, BLXKTE TO4KA 4.2,

7. IIPHTEJXATEJI HA PAJPEIIEHHETO 3A YIIOTPEBA

B.Braun Melsungen AG
Carl-Braun-Strasse 1
34212 Melsungen, I'epManus

TenedoH: +49-5661-71-0
Mdakc: +49-5661-71-4567

ITomeHcKH agpec
34209 Melsungen,
[ epMaHu

8. HOMEP(A) HA PASPEIIEHHAETO 3A YIIOTPEBA

AmukanuH b.bpayH 2,5 mg/ml. 20110130
Amukauus b.bpayH 5 mg/ml: 20110131
AmuxanuH b.bpayn 10 mg/ml: 20110132

9, JATA HA O'BPBO PASPEINTABAHE/IIOMHOBABAHE HA PASPEIIEHHETO
3A YIIOTPEBA

02.03.2011

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2015
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