KPATKA XAPAKTEPUCTUKA HA IIPOAYKTA
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| W3MbHUTENHA ATEHLINA N0 NEKAPCTBATA

Kpamxa xapaﬁm&uucmuna Ha npogynma f IpummﬂHue ]

1. UME HA JIEKAPCTBEHUS ITPOAYKT

Kum Pe2. Ne

lllllllllllllllllllll

Amukauud Kabu 5 mg/ml undysuonen pasteop

Amikacin Kabi 5 mg/ml solution for infusion M,

1 o Paspewe+ue 7@ ,_9@‘37 ? U 7 10 ZWZ
BG/MA/MP - . e

2. KAYECTBEH 1 KOJIMYHECTBEH CbCTAB OGOGPEHUB N .......coovuerereessssinssl seeasnssanseiineneninsinenne

Beceku ml mndy3noneH pa3TBop ¢babpKa S mg amukauuH (noa popmara Ha cyidar) (amikacin (as

sulfate).

Beska 6yruinka ot 50 ml epabpxka 250 mg aMUKaLIMH.
ch{a 6y'mmca oT 100 ml C'b,[l‘bp)l{a 500 mg HMHKHLIHH

-----------
.....

HDMUHIHH BellleCTBa C U3BECTHO JICHCTBHUE

Bceku ml chabpika cbuio 3,54 mg Hatpuid (ekBuBasieHTeH Ha 0,154 mmol HaTpuii).

3a MbJIHUA CITUCHK HA MOMOLIHUTE BELECTBA, BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MUndy3uoHeH pa3rsop

[Ipo3payeH Oe3uBEeTEH BOACH pa3TBOP
pH: 3,5-5,5

Ocmomnanuret: 270 — 330 mOsmol/kg.

4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHS

AmukanuH Kabu e noka3zaH 3a JieUeHHE Ha CJICIHUTE TeXKKH HH(PEKLMH, NPH Bb3PAaCTHU U
neIMaTPUYHH MaUMEHTH (BKIIFOYMTETHO HOBOPO/IEHH ), KOTaTo JIPYrH aHTHMHKPOOHH CpeJIcTBa He ca
NOAXOAALIH (BUXKTE TOYKA J.1):

— HozokoMuaiHi HHPEKUHUK HAa OJIHUTE JIMXATEHH ITbTHILA, BKJIIIOYUTETHO BbTPEOOTHHYHA
nHeBMoHMs (BBP) u BeHTHnatop-acoumupana nHesMoHus (BAID),

— YCnoKHEHU ¥ pelMAMBUpaLY MHPEKUUH Ha MUKOYHHUTE IMbTULLA, BKIIIOYUUTETHO MUETOHEPPHT,
~ YcnoxkHeHH HHTpaabiOMHHATHH UH(DEKLIMH, BKIIOUYUTETHO NIEPUTOHMT,

- OcTtpu OakTepHaJIHH HHPEKLIMHU Ha KOXKAaTa U MEKUTE ThbKAHH, BKJIFOYHUTETHO HH(EKLIUHU TPH
paHu OT U3rapsHus,

- bakrepuaneH eHa0KapAUT (caMO B KOMOMHALMSA C JIPYTH aHTHOHOTHLIH).

JleyeHHUe Ha NMALIUEHTH C 63KTEPHEMHH, KOATO Bb3HHKBA BbLB BPb3Ka C, HJIH CC 11003Hpa, 4€ €
CBbp3dHa, C KOATO H Jla € OT HHq)EKuHHTE, H36PDBHH Mno-rope.

Tpabpa na ce UMaT npeaBu1 OQUIIMATHHTE YKa3aHUS 3a NPaBUIHA ynoTpeOa Ha aHTHOAKTEpUATHUTE )
Cpe/ICTRA. /e

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE |

Jlo3upoBka




AmukanuH Kabu oOnyaifHO ce u3non3ea B KoMOUHALMA C APYTrH NOAXOASILHN aHTHOMOTHLIM, 34 ia
NOKpHe DAKTEPHANIHHA CIIEKTHP, CPELLAH TIPA ChOTBETHATA UH(PEKLUA.

Jo3upoBKaTa M NPUIIOKEHUETO Ha aAMUKALIMH 3aBUCAT NPEeJUMHO OT BUAA HA HHGeKuuATa U
ChCTOAHMETO Ha nauyeHTa. CrneBa Aa c€ B3EMAT NPeABU HALWOHAIIHUTE TEpareBTUYHH
PbLKOBOJACTBA.

Hlayuenmu c nopmanrna 6vbpeuna Qynkyus

B3pacTau W rodomin > 12 roaunum (¢ renecHo tersto Haa 33 kg):

[lpenophryBaHaTa HHTPABEHO3HA 0034 32 Bb3PACTHHU M OHOLIHK ¢ HopMaiHa ObuOpeuna dynrkuus
(kpeaTUHHHOB KIHPBHC > 50 ml/min) e 15 mg/kg TenecHo Terne Ha AeH, KOATO MOXKE Ja ¢€ npuara
KaTO eJHOKpaTHa JHEeBHA 1032 WIK na Obae pasjieneHa B 2 paBHU npuemMa, T.€. 7,5 mg/kg TenecHo
TErNO Ha BCEKH 12 yaca.

Ofwwara aHeBHa 103a He TpaOBa Aa Haasuiuasa 1,5 g. [1py eHaokapauT u npu pedpunun nawmeHTH C
HeYTPONEHHA Ao3upaHeTOo TpAOBa na 6bae ABa MbTH AHEBHO, THH KATO JIMNCBAT JOCTATHYHO JAHHM B

noaxkpena Ha CAHOKpPATHOTO AHCBHO JO3HPAHC.

KbpMmayeTa, Manky fiena u aena (ot 4 ceamuum a0 11 roaunu):

[IpenopsuBaHaTa HHTpaBEHO3HA (MpyU DaBHA HHTPAaBEHO3HA WH@Y3UA) 4032 MpPH [iella ¢ HOpManHa
O1p6peura GpyHkuuUs € 15-20 mg/kg TenecHo Terno/aeH, KoATO MOXeE a ce Npuiioxku Kato 15-20 mg/kg
TENECHO TErJi0 BEAHBXK AHEBHO WiH KaTo 7,5 mg/kg TenecHo Terno Ha Beekr 12 yaca. [pu
€HJIOKADINT H INpH GeOpHIHHU NALKUEeHTH ¢ HEYTPONIeHHS No3upaHeTo Tpabea na Obae ABa MbTU
JHEBHO, ThH KaTO JAUIICBAT AOCTATBYHO JA2HHH B NMOAKPENA HA €THOKPATHOTO JHEBHO JO3UPAHE.

Hoeopoaenu (ot 0 no 27 auu):
[TbpsonayanHa HaToeapsauia no3a ot 10 mg/kg TenecHo rerno, nocneasasa or 7,5 mg/kg renecHo
Terjio Ha BCekH 12 yaca (BroxTe ToOukd 4.4. v 5.2).

[IpexneBpeMeHHO PpOACHU KbpMaYeTa;
[TIpenoppuraHaTa A03a npy HeROHOCEeHH Debera e 7,5 mg/kg TenecHo Terno Ha Beceku 12 yaca (BUXKTE

TOYKH 4.4 M 5.2).

Hudy3nonHn 0beMu rpu nauMeHTH ¢ HopManHa 6b0peyHa PyHKIUS:

AMHUKaUHH 5 mg/ml

TenecHo Terno
2.5 kg 5 kg 10kg [125ke| 20kg | 30kg 40 ke s0kg | 60kg 70kg | 80kg | 90kg | 100ke
AMMKALIMH B
| mg/kg 1.T.
7.5 3,75ml | 7.50ml [15,00 ml [1875 ml30,00 mll 45.00 mll 60.00 m§ 7500 ml 90,00 ml 105,00 ml 120,00 mi| 135,00 mil 150,00 ml
10 5,00 ml (10,00 ml 20,00 ml |25,00 mid40,00 mil 60,00 mi 80,00 mil 100,00 mll 120,00 mi| 140,00 mll 160,00 m1 180,00 mIIZUU 00 ml
i5 7.50 mi 15,00 ml 80,00 ml |37,50 mli60,00 mi 90,00 mN 120,00 ml 150,00 ml 180,00 mglzw 00 ml 240,00 ml 270,00 mll3ﬂﬂﬂ'0 ml
20 10,00 ml 120,00 ml 40,00 ml |50,00 mi[80,00 ml 120,00 mll 160,00 mil 200,00 ml{ 240,00 ml 280,00 mll 320,00 ml 360,00 ml{ 400,00 ml

TouHocTTa Ha HO3UpAHE € MO-BUCOKA, KOraro AMHUKauMH 5 mg/ml HHQY3MOHEH pasTBOp Ce NpHiara ¢
MH(}Y3UOHHA NMOMIIA.

MakcrHManHa IHEeBHA 1034:

J[HeBHATa 1032 AMHUKALIKH C€ OMpPEeAesifa OT TENECHOTO Terno, ChOTBETHO MAKCUMATHATA J034 CE
onpeaens NpONnOpUHOHANHO HA TENECHOTO TETJIO, OCBEH aKO HE € YKa3aHO ApYTo.

[Tpu xuBoTO3acTpalaBaly HHPEKIUHA W WK HHPEKIIUK, NPUYUHEHU OT Pseudomonas, Acinetobacter
WIH eHTepobaKTepuH, A03aTa MOXKE Ja Obae yBenHdyeHa o 1,5 g Ha AeH, HO He TpaDOBa 1a ce npu.uara
33 NEPHOJ, NOo-Ibisr OoT 10 AHH B caMO NpH NOCTOAHHO Hab0AeHHE., MakcHMalHaTa Jo3a” ngq,., ;
BB3pacTHHU OT 15 g He TpaAOBa na Obae HaJABULIABAHA, TIPH U3YHCIISIBaHe Ha TOBA KO %G:rﬂb cneﬂai
Ja ce UMa NMpeABH NMPEIUILIHO JICYEHHE ¢ aMUHOITTHKO3HAHK aHTHOUOTH LN, % *";'“ e Y

.r.-'u
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[Topann H3HCKBAHETO 3a KOPUrHPAHE Ha N03aTa, €AHOKPATHO JHEBHO J03HpaHe Ha HMHI{auHH He ce N
npenophBa 3a NauKeHTH ¢ pedbpunHa HeyTponeHus, 6bOpeYHa HeNOCTaThYHOCT. \\ LNTE T -



[IpoABJIKHTENHOCT Ha NEYECHHE

O011aTa NPOABL/HKUTEIHOCT Ha NIeHEHHETO He TpsaOBa pa Haasuwasa 7 Ao 10 AHH, B 3aBUCUMOCT OT
Texxectra Ha uHekuuaTa. [1py TexxkH U YCIOXKHEHH UHDEKUHU, APH KOUTO NEYEHUETO ¢ AMUKALIMH
HagBHiuasa 10 JHKU, € HeoBXOIMMO Jia C€ HANPABH NPEOLIEHKA Ha IPHUIIOXKHMOCTTA Ha JICYEHHETO ¢
aMHKaUMWH, KaTO €BEHTYaIHOTO MPOAb/KABaHE Ha JICYCHUETO H3UCKBA MOHUTOPHUHI HA CEPYMHHTE
HHBa Ha AaMMWKALMH, KaKTO H Ha ObOpevHaTa, ciiyxopa v BecTHOynapHa QyHKLHH.

[TauveHTHTE ¢ HHpEKLHH, MTPUYHHEHH OT YYBCTBHTEIHU MHUKPOOPraHU3MH, CJIEABA a Ce NOBJUABRAT
OT JIeYeHHETO B paMkHUTE Ha 24 no 48 yaca, npy NpenopbLYBaHMA PeXKUM Ha Jo3upaHe. B ciyya#, ve
He ¢e HaO/IoAaBa KIMHUYEH OTTOBOP B PAMKHTE HAa TPU AC NET AHH, € HeoOX0aUMO Aa ce obmuciy
aJITePHATHBHA TeparMs.

[1penOpbKH 38 MOHHUTOPUPAHE
[Ipu 3amoyBaHe Ha JICUEHHETO € HeoOXO0AMMO Aa Ce HanpaBH OueHKa Ha ObOpeyHara QyHKUHS, KaTo

T4 TpAOBa Aa Oble NPEOUCHABAHA Ha PETYJIAPHU UHTEPBAH NO BPEME Ha JICUEHHUETO.
MOHUTOPHPAHETO Ha I1a3MEeHUTE KOHLIEHTPallMH Ha aMUKALMH € CTPOro NpenopbuHTeTHO NPH
BCHYKH MaLEHTH, 0CO0EHO Npy NAlLHEHTH B CTApYeCKa Bb3PACT, HOBOPOJAEHH, NMALMEHTH ChC
3aT/ICTABAHE, KAKTO U TakuBa ¢ 61b0peyHa HEJOCTATHLYHOCT MIIH KMCTO3HA dubposa.

CepyMHHUTE KOHLIEHTPALHMKU Ha aMHKaLMH TpAOBa Aa 6bAaT MOHUTOPHPAHK HA BTOPUS WIIH TPETHSA IEH
OT Ha4aJIOTO Ha NEYSHUETO, CJIEH KOETO IBA MbTH CEAMUUYHO M CJIE[l NPOMAHA Ha A03aTa (BUXKTE TOYKA
4.4), KppeHH nmpobH ce B3eMAT B Kpas Ha JO30BUA HHTEPRaI (Hall-HUCKA KOHLICHTPALKS) 1

30 - 90 muHYTH cnea Kpasd Ha uHY3uaTa (Hal-BUCOKA KOHLUEHTpauus). B ciyya# Ha HEKOAKOKpaTHYU
NHEeBHHU A03H, HAM-BUCOKUTE HHBA He TpaOBa na Haasuiuaeat 30 - 35 mukporpama/ml. Hali-uckure
HUBa TpAOBa Aa ca no-HuckH oT 10 Mukporpama/ml. Ilpu enHOKpaTHA AHEBHA AO3MpPOBKA ClieiBa 1A Ce
HMAaT NpeABUA HALMOHAIHHUTE YKA3aHHA 32 MOHUTOpUpaHe Ha CepYMHHUTE KOHLIEHTPALIUH.

[TauueHTH ¢ yBpeneHa On6peuHa GyHKIINS

MonuTopupaHeTo Ha 6BpOpeyHaTa QyHKUMA TpaOBa aa O6bIe WIBLPIIBAHO APH BCHYKH _NALMEHTH,
MpHEMAL1H aMHKAUKWH H € 3aABJDKUTENHO INPH nauMeHTUuTe ¢ O60pedHo yBpexaaHe.

3abenescka: EJHOKPaTHOTO AHEBHO MPHIOKEHHUE HA aMHMKALIMH HE Ce NPernopbyBa NPY NAUHEHTH C
HapylueHus Ha 6L0peuHara GyHkumA (KpeaTHHUHOB KIMPBHC < 50 ml/min).

B cayuaii Ha 6v0peuHO yBpexxaaHe npu riomMepynHa gpuitpauus no-aHucka ot 70 ml/min, ce
MpernopbuBa HaMallsBaHe Ha [03aTa WIK JO3UpaHE NMpe3 YAL/DKEHH HHTEPBAIH OT BpeME, Thil KaTo
MO’KE A1a C€ OYAaKBa aKyMyJHpaHe Ha aMHKauuH. [1py nauueHTH ¢ 610petuHo yBpe)XaaHe
HATOBapBallaTa 03a aMUKaluH € 7,5 mg/kg tenecHo terno. Jlo30BUAT UHTEpBan 3a OTACIHUTE
MaLHEHTH CE€ H3UUCAABA KAaTO 9 METH CEpyYMHOTO HUBO HA KPEATHHHH. AKO HallpUMEp
KOHLIEHTpaLlHATa Ha KpeaTHHHUH e 2 mg/100 ml, Torasa npenopryBaHaTa HHAWBHAYAlIHA 1034
(7,5 mg/kg TenecHo Terno) TpaOBa aa ce npwiara Ha B¢ekn 2 X 9 = 18 yaca.

[Tpy naumMeHTH ¢ XpoHUYHA OBOpEYHA HEAOCTATHLYHOCT W U3BECTEH KPEATHHUHOB KIIHPBHC,
MoAobpIKaLlaTa 403a, JaBaHa [pe3 MHTEPBAIH OT 12 yaca, ce u3uMcasea no gopmyJara:
(KpeaTHHUHOB KJHPBHC Ha MauMeHTa B ml/min +~ HOpManeH KpeaTHHHHOB KIUpBHC B ml/min) x
aMHKalHUH 7,5 mg/kg TenecHo Terio.

Karo ynsTBaHe MOXE J1a C€ H3MO0A3BaT CTOHHOCTUTE, Nad€HH B cleaBauiata tTabnuna.

J103a aMMKauuH

KpeaTHHUHOB Ha 12 yaca 3a malyeHT

KAHPLHC JIHeBHa 00332 aMHUKAUUH che 70 kg TenecHo Terno

[ml/min] [mg/kg TesecHo Terno Ha acH| [mg]

70 - 80 76 — 8 266 -~ 280  __—-— .
60 — 69 64 - 7,6 224 — 266 [urUit N
50 - 59 54 — 6,4 186 — /224% - .. TG
40 -~ 49 42 - 5.4 147 — [/ 186 siweinas
30 - 39 32 - 42 112 (i ¥47 . ... -

20 - 29 2,1 - 3,1 77 —WLl2.

15 — 19 1,6 — 2.0 56 -\ 77 %

N, 2




IlauuenTHTE, NOATOXEHH HA XeMOAHaNU3a HiIH NCPHTOHCATHa AHANIW34, NToayyasar MoJljopHHATa OT

HOpMaJIHaTa /1032 B Kpas Ha AMANW3HaTA Npoueaypa.

[lauueHTH B CTApYECKA BB3pacT

[Tpu nauMeHTHTE B cTapuecKa Bb3pacT ObOpeyHaTa (pyHKLME MoXe 1a Obae yBpelaeHa.

T kaTo aMKMKalMH ¢e oTAens ype3 6uOpeunTte, ObOpeynaTa PyHkUUs TpaOBa na Hbiae OUCHEHa,
KOraToO € Bb3MOXXHO W 03aTa aa Objae aganTupaHa, Korato ToBa € Heo0XoaHMO.

[lanineHTH ¢ TEHKKO 3aTILCTABAHE

AMHKalHH MPpOHUKBA cnabo B MacTHATa ThkaH. IloaxoasuiaTa 1o3a Moxke 11a ce u34uchasa Ha 6a3a Ha
H34YHCJIEHO WAEAAHOTO TENECHO TETJIO HAa NauueHTa, mmoc 40 % oT TerfnoTo Haa HOPMaNHOTO, KaTo
CTORHOCT 3a onpeaensHe Ha cboTHOowWeHHeTo mg/kg. KopurupaHe Ha fno3arta TpsOBa 1a ce U3BbPLUBA B
3aBHCHMOCT OT MOHUTOPHHIa Ha IUIa3MEHUTE KOHLIEHTpaui. MakcuMansHara 103a oT 1,5 g Ha JeH He
TpsabBa na ce Hageuwasa. [TpoabLIKUTENIHOCTTa HA JIEYEHHETO HE TpaOBa ga Hazsuwasa 7 0o 10 aHu.

ITauyeHTH ¢ ACUUT

Tpﬂﬁua Aa C€ npyunarat no-eUCOKH O03H, 3a Aa CC NOCTHIrHAT aACKBATHK CCPYMHH KOHLCHTPALIMH,
KaTo C€ UMa NPCIBHA OTHOCHTECITHO NMO-TONAMOTO pas3lpeac/ICHHC B U3BBHKICTBYHATA TCUHOCT.

HauyuH Ha NpUIOKEHHE

CaMo 3a HHTpaBeHO3Ha ynorpeda.
AmukanvH KaGu Tpabea na ce npunara camo upe3 HHTpaBeHO3Ha HHGy3usd. [IpenoppHBanara
MPOABIKUTEITHOCT € 30 MUHYTH, HO MOXE Ja NPOABIDKH R0 60 MUHYTH.

CneiiudHyHH NpenopbKH 32 HHTPABEHO3HA YIIOTpeda NpH NeAUaTpUYHH NALKWEHTH

[Ipn neauaTpu4HY NAUUEHTH KOMTUYECTBOTO HA MPUIIAraHUsA Pa3sTBOPHUTEN 3aBHUCH OT KOJIMHECTBOTO
AMHKAMH, MOHOCHMO 3a NnauMeHTa. Pa3TBOpHT HOPMAITHO ce BAWBA 3a nepyoa ot 30 10 60 MUHYTH.
[Ipu xppMaveTa HPY3HaTa TpAOBA 1a ce npunara 3a 1 1o 2 yaca.

B cayuaii, 4ye npu nexHaTpPUYHH NALMEHTH CE NpenopbuBa paspexiane, HHPY3UOHHUAT pa3TBOp ce
NpUroTea upe3 A00aBsiHe Ha W30paHaTa 103a KbM HICHTHYEH obeM (pa3pexnade 1:1) or enuH ot
pasTBOpHTENHUTE, H30poeHH B TOUKA 0.6, 3a 11a ce nocTurHe 0,25 % pasreop (2,5 mg/ml) amukauuH

(B¥OKTE TOUKA 6.6).

HNudysuonun obeMH Ha paspeaeHus 2,5 mg/ml pa3TBop Ha aMHKALMH;

AMHKaUHMH, pazpeaeH a0 2,5 mg/ml

TenecHo Terno
2.5kg 5 kg 10kg | 125kg 20kg  30kg 40 kj 50 kj 60kg 70 kj 80 kj 90 kj 100 kj
AMUMKaLHH B
mg/kg T.T.

7.5 7.50mll 15,00 mlt 30,060 ml] 37,50 ml| 60,00 ml 90,00 mll120,00 ml 150,00 ml] 180,00 mil 210,00 mlf 240,00 mll 270,00 mll 300,00 ml|
10 10,00 ml| 20,00 ml| 40,00 m} 50,00 mi 80,00 ml{ 120,00 mll160,00 mll 200,00 mll 240,00 ml 280,00 ml| 320,00 ml| 360,00 ml} 400,00 ml|
15 15,00 ml 30,00 mlf 60,00 m} 75,00 mi 120,00 ml| 180,00 m§240,00 mi 300,00 m{ 360,00 mi 420,00 mi{ 480,00 ml 540,00 mi| 600,00 ml
20 P000mI 40,00 ml 80,00 m1100,00 m§ 160,00 ml| 240,00 mI320,00 ml 400,00 ml 480,00 mi 560,00 ml 640,00 ml| 720,00 mE 800,00 ml|

4.3 IlporuBomoxkazanus

- CBpPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELUECTBO WITH KBM HAKOE OT NMOMOLIHUTE BEIICCTBA,
n30poeHHU B TouKa 6.1.

- CBpBXHYBCTBUTENHOCT KbM APYId AMHUHOTTTMKO3H,IH. T
4.4 CpeunalHu npeaynpexieRus 0 NpeAna3HH MEPKH NPH ynoTpeda

Heo6xoauMo € NOBULLEHO BHUMaHHE NPU NPWIaraHe Ha NauMeHTH ¢ 6b0pedHa HEAQCTATHYHOET, ~ | | & .
MauMeHTH C YBPEXAHE Ha ClTyXa WIH BECTHOYIapHMS anapart, NMalueHTH C HenthMy‘gi‘K'mea ST
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Hapyui€HHU HJIH B CJ'I}“-IHI‘:LJ. HC NAUHUCHTUTE Ca JICKYBAHH C APYTO dKTHUBHO BCIUCCTBO aMHHOIJIHKO3H A,
HENOCPEACTBCHO INPpEAHN NTCUYCHHUETO C AMHKAUHH.

Heppo/OTOTOKCHYHOCT

HeBpoTOKCHUYHOCT, NposBARalla CE€ KaTo BecTHOYynapHa W/unu bunartepaiHa clyxoBa OTOTOKCHYHOCT,
MO3K€e Ja C€ pa3BUe NpPH NALYEHTH, JIEKYBAHN C aMUHOTIIMKO3HAM. PUCKBT OT HHOyL(MpaHa OT
AMUHOTJIHKO3MIH OTOTOKCHYHOCT € MO-BUCOK MPU NMAUUEHTH C yBpeaeHa 0b0peuHa QyHKUMSA WIH NIPH
Te3U, NPH KOUTO JICUEHUETO NTPOABIDKABA MOBEYE OT 5-7 JIHH, IOPH W NPH 34paBH MAaLHUECHTH.
[TepBOHaUANTHO OOMKHOBEHO ce pa3BHUBa MNyX0Ta KbM BHCOKOUECTOTHH 3BYLIH, KOATO MOXe fa Obae
YCTAHOBEHA Camo 4Upe3 ayIMOMETPUYHO u3cieaBaHe. Moxe 1a ce pa3Bye BEPTHIO M 3aryda Ha
paBHOBECHe, KaTo Te3M NpoABM MOrat Ja ObAaT A0Ka3aTe/ICTBO 32 BECTHOYAapHO YBpEXKIaHe.

Jpyry nMposiB HA HEBPOTOKCHYHOCT MOTaT Ja BIJIKOYBAT U3TPBIIBAHE, MPABYYKAaHE MO KOXKAaTa,
MYCKYJIHH MTOTPENBaHus U repvoBe. [TallueHTUTE, KOUTO Pa3BMBAT KOXJICAPHO MIIY BECTHOYIapHO
YBpEXAaHe, MOXKE /1a HE NPOABABAT CUMNTOMH IO BPEME HA JICUEHHETO, KOUTO Aa 'Y NpeaynpexI1aBat
34 PA3BUTHUE HA TOKCHYHOCT Ha OCMUSA YEPEMHOMO3bUEH HEPB, a 00l1a WK YaCTHYHA HeoOpaTuma
JBYCTpaHHA ITYX0Ta U MHBATMAU3HPALIIO BEPTHIO MOXKE 114 CE Pa3BHUE, CJIEA KATO JICUEHHETO €
[PEKPATeHO.

MHaynupaHaTa OT aMHHOTTHKO3WAH OTOTOKCHYHOCT OOWKHOBEHO € HeoOpaTHUMa.

Ynorpebata Ha aMHKalMH NPY NalMEHTH ¢ aHAMHE3A 33 ANePrusA KbM aMUHOIJIMKO3WIMU WY NPy
MaLUEeHTH, KOUTO MOTAaT j1a UMaT CyOKJIMHUYHA OBOpeuHa HEJOCTATBYHOCT WIH YBPEKAAHE HA OCMHUS
YyepernHOMO3bYEH HEPB, HHAYLIUPAHH NPH MPEAHUIHA YNIOTpeda Ha HEPPOTOKCHUYHH W/ HIIH
OTOTOKCHYHH areHTH, TpA0Ba Ja Obae NpoBexk1aHa ¢ NOBULLIEHO BHUMAHUE, T KATO TOKCHYHOCTTA
MOKe 1a Oblie KyMyJ1aTHBHA.

[Ipy Te3u NAaUHECHTH aMMKALMH TpAOBa a ce mpuiara caMo B CJTy4ai, 4e 10 OLEHKA HA MEHLIKHCKH
CMICLHAJIUCT MO3UTE OT ICUEHUETO HAIBUILIABAT NOTEHLMATHHUTE PHCKOBE.

CpluecTBYBa MOBHIIEH PHCK OT OTOTOKCHYHOCT NMpH naumeHTH ¢ Mmutoxonapuanidd AHK myrtauum
(no-cneunanHo HykneotHa 1555 A no G cyberuryums B 128 pPHK rena), nopu axo cepyMHHUTE HUBa
Ha AMHHOTJIMKO3HAUTE Ca B pAMKHMTE Ha NMpernopbUUTEAHUTE MPaHHUIIM MO BpeEME Ha jieyeHueTo. [1pu
TaKHBA NALHEHTH TPAOBA Na ce OOMUCNAT ANTepHATUBHH Bb3MOXXHOCTH 32 JICUEHHE.

[Ipu mauueHTH ¢ paMHIIHA aHAMHe3a 33 CbOTBETHHA MYTALIHH HIH HHAYLHPAHA OT aMHHOTIIHKO3H M
3ary0a Ha cnyx Tpa0OBa aa ce 0OOMHUCIAT aITEpHATUBHH BE3MOXKHOCTH 34 JICUEHHE WIH T'€HETHYHH
U3C/IeIBAaHKUA NPEAH NPUIIOKEHHE,

buOpeyHa TOKCHYHOCT

AMHHOITHKO3HIWTE ¢4 MOTEHUHATHO HEPPOTOKCHYHH. brbpeuHara TOKCHHHOCT € HE3aBUCUMA OT
[MHKOBATA Ma3MeHa KOHUEHTPALMA (Cmax).

TokcHUHHTE €PEKTH Ha AMHHOTITTUKO3UINTE, BKIIFOYHTENHO aMUKALMH, €A MO-YECTH NPH MallHeHTH C
Ob0peuHa HeJOCTATHYHOCT, aKO CE NMpWJIaraT O34 MO-BUCOKH OT NPENOPHYBAHUTE, KAKTO H aKO
NPOABJLKHTETHOCTTA Ha Ie4eHHe HAJBHILLIABA NPENOpBYBaAHATA. be30MacHOCTTa Ha JIEUEHHETO 32
nepHoAH, NO-ALATY OT 14 AHM He e ycTanoseHa. [lpyru ¢akTopy, NOBHINABALIY PHCKA OT TOKCUYHOCT
Ha aMHHOTJIMKO3HAUTE BKMOYBAT CTApUYecKa BL3pacT U AexuapaTauusa. JHeBHUTe A03M TpabBa aa ce
HAMAIAT /WK HHTEPBATET MEXIY JIO3UTE Aa ObJe YBENHUYEH, B CNyUdal Ye Ce MOABAT CUMITTOMU Ha
OBOpeuHa TUCPYHKLMA, KAaTO: LWIHHAPYPHA, MPUCHCTBUE B YPHHATA Ha JICBKOLIMTH WIH €PHUTPOLMTH,
aIOYMHUHYpUS, TOHWKEHHE Ha KPEaTHHUHOBHSA KIIUPBHC, HAMANICHO CNELM(UIHO TEITI0 HAa YPHUHATA,
a30TeMHMA, MOBHILIARAHE HUBATA HAa CEPYMHHA KpeaTHHHMH U onurypus. Jleuenuero tpabea aa ce
npekpaTH, aKO a30TEMHUATA C€ YBETHYH WIH KOJIHYECTBOTO OTAENAHA YPUHA MTOCTENEHHO HAMATIRBA.

[TanueHTHTE B CTapuecka Bb3pacT MOXKE 1a UMaT HamaslieHa Ob0peyHa pyHKIHS, KOETO J1a He ce
OTYHMTA NPH PYTHHHH CKPUHHHIOBH U3CJICABaHUA, KATO TECT 3a ypeeH a30T B KpbeTa (BUN) unu
cepyMeH KpeaTHHHH. [To-none3Ho Moxke aa Obae onpeesHeTo Ha KpeaTHHHHOBHA KIHPBHC. IIpH
Ne4eHHe C AaMHHOTTIUKO3H KM, MOHHTOPHPaHeTo Ha ObOpeyHaTa QyHKUHNA NPH NAMEHTH B c’rapnfecrea
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brOpeunaTa pyHKLMSA CHLLO € HEOOX0AIMMO J1a Objie HabJI0/laBaHa BHUMATEJIHO 110 BpeMe Ha
JIEYEHUETO.

[IpenopbuBa ce NpoBeXAaHe HA MOBTaAPSALLM C€ ayJAMOMETPUYHH H3CJIe/IBaHUs, 0CODEHO NpH
MalMEHTH H3J10KEHU HA BUCOK PUCK. BMHAru, Korato € Bb3MOKHO, Ce NpenopbyBa MOHHUTOPHPAHE HA
CEpYMHHUTE KOHLICHTPALIMKM HA AMUKALIMH JBA ITHTH CEJIMHUYHO, 3a J1a ce W30erHaT BUCOKH
KOHLIEHTPallM¥ Ha aMUKALIMH, KOUTO Ca NMNOTEHLMAIIHO TOKCHYHH (BHKTE TOUKA 4.2).

JlokazaTencTBa 3a OTOTOKCHYHOCT (3aMaiiBaHe, BEPTUIO, THHUTYC, LLIYM B YIIUTE U 3aryba Ha ciyX)
WK He()pOTOKCHYHOCT HajlaraT NnpeKpaTsaBaHe Ha JICYEHUETO UIIW KOPUIHpaHe Ha Jl03aTa.

MHaKTUBUpAHETO HA AaMUHOITIMKO3HAUTE € KIIMHUYHO 3HAYMMO CaAMO IPH MAlMEHTH C TEKKO
yBpeaeHa 0bOpeuna GyHkums. [IpoliechT Ha HHAKTUBALIMS MOXeE /12 TPOABJIKH B KJIIMHUYHH IPOOHU OT
TEJIECHU TEYHOCTH, B3€TH 3a U3CJIe/IBaHE, KATO TOBA MOXKE J1a JOBE/I€ 10 HETOYHO OTYUTAHE HA
aMHHOIJIMKO3uaAHUTE HUBA. HeoOxoaumo e takua npoOU ja ObaaT rnpaBuiaHO TpeTUpaHH (He3abaBHO
u3cseaBaHe Ha npoOuTe, 3ampa3siBaHe WK 00paboTka ¢ Oera-1akramasHu €H3UMH).

HeBpoMycCKyJ/IHa TOKCHYHOCT

HeBpomyckyJiiHa 0j10kaj1a ¥ AMXartesiHa rnapanusa ca cboO1laBaHu cile/l NapeHTePaIHO

HH KEKTHPaHE, JIOKATHO MPUJIOKEHHUE (KaTo OpTONneAnYHa UK a0 JOMHHAIHA UPUTaLlUs WITH
JIOKAJIHO JIEYEHHUE Ha EMITHEM) M CJIE NEPOPATHO MPUJIOKEHHE HA AMHUHOTJTHKO3H/1H.
Bb3MOXKHOCTTA OT pecrnMparopHa napajiusa TpsaOBa a ce UMma rnpejiBu/l, ako aMUHOTJIMKO3H/IUTE Ce
[pujiarat rno KoM Jia € IbT Ha MPHIJIOKEHHE, 0OCOOEHO INMPH NALMEHTH, KOMTO T0JTy4YaBaT
o0e300s1sBallK CPEACTBA WK CPE/ICTBA, MPE/IM3BUKBALIIM HEBPOMYCKYJ/IHA OJI0Kaaa (BHXKTE TOYKA
4.5). B cnyyaii Ha HEBpOMYCKYJTHA OJ10Kaaa KaJllIMEBUTE COJIM MOIaT Jla Bb3CTAHOBAT 00paTHO
CBCTOSHHUETO MPH JUXaTeJIHa Mapajiu3a, HO MOXKE /1a C€ HaJI0XKHM MEXaHHYHO aCHCTHPAHO JMILIAHE.
HeBpomyckynHara 6nokana U MycKyJiHaTa napajusa ca Hab1iojaBaHu NpH J1aboOpaTOPHH JKUBOTHH,
MoJIy4yaBaju BUCOKH 1034 aMHKALIUH.

[IpunoxkeHUeTo Ha aMMHOIVTHKO3HU/IH MPH MaLMEHTH C HEBPOMYCKYJ/IHO 3a00JIIBaHe KaTO MHACTEHHS
rpaBUC WJIKM NMAPKUHCOHHU3BM H3UCKBA roJIAMO BHUMaHHE, ThH KaTO aMHWHOIJIMKO3HW/IUTE JEHUCTBAT
BbPXY HEBPOMYCKYJIHUTE BPBb3KH 110A00HO Ha Kypape M 10 TO3H Ha4YWH Jla MOrar /ia BJioLlaT
CbCTOSSHUETO HAa MYCKYJIHA C1abOCT.

ﬂ[;ym

JIokanHO MPUJIOXKEHHUTE KaTO YacT OT ONepaTUBHA MPOLEIypa aMUHOIJIMKO3UIH ce abcopOupar Obp30
M 1OYTH HAITBJIHO (C U3KIIIOYEHHUEe Ha MUKOYHUS Mexyp). Cbobluaea ce 3a pa3BUTHE HA HeoOpaTuma
rinyxora, Ob0peyHa HeJOCTaTBYHOCT U CMBPT 10PA/IH HEBPOMYCKYJIHA OJ10Ka/la BbB BPb3Ka C
MPOMMBAHE HA ONEPATHUBHOTO M0JI€ C AMUHOTIMKO3HUIHH TIpenapaTy (HE3aBUCUMO OT CTENEHTa).

[leqnaTpyUyHa nonyjaanms
AMMHOITIMKO3UWAUTE TPAOBA J1a ce NMpuJ/arar ¢ NOBULIEHO BHUMaHHE NPU NPEKAEBPEMEHHO POAECHH H
HOBOpoicHH Oebeta, nopaau ObOpeyHaTa HEe3pAIOCT HA TE3HM MALUEHTH, KOETO BOJH /10 Yb/DKaBaHe

Ha CCPYMHHS IMOJIYACHBOT HA TC3H AKTHUBHH BCLLUCCTBA.

To3u nekapCTBEH MPOAYKT ChAbpiKa 177/354/708 mg natpwii 3a 50/100/200 ml, ekBuBaneHTHH Ha
8.85/17,7/35,4 % ot npenopbuanata ot C30 MakcMMaJlHa JIHEBHA J103a OT 2 g HATPHii 3a Bb3PACTEH.

4.5 B3aumoaeiicTBHe ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrd pOpMH HA B3aHMO/IeHCTBHE

[TpunoxeHneTo B KoMOMHaUMs ¢ OeTa-1akTaMHU aHTUOMOTHLIA BOJIH /10 CHHEPTrHYEH
aHTHOaKTepHasieH e(eKT.

EnHoBpeMeHHO WM MOCIEA0BATEHO NPHIIOKEHHE, KAKTO CHCTEMHO, TaKa M JIOKAJIHO, Ha JIPYFH -
HEBPOTOKCHYHHU, OTOTOKCHYHH MJIM HEPPOTOKCHUYHH BelecTBa TpsOBa ja ce u3bsAarea, noﬁanu ALY
Bb3MOXKHOCT 32 KyMYJIAaTUBHH €(eKTH. TOKCHYHOCTTAa Ha aMUKalLIMH MOXe /1a ce noe.muu OT CIIEAHUTE
HEBPO-, OTO- W/WJIM HE()POTOKCHYHH BELIIECTBA: | &

— Jpyru aMMHOIJIMKO3HW/14

- Jlpyru aHTHHHOEKLMO3HU XUMHOTEPANEBTULIY, HATIP. DalMTpaLI1H, amdm*repgmnﬂ b,
LiehaIOCIOPUHH, BAHKOMHMILIMH, KAHAMULIMH, NAPOMOMHULMH, NOJMMHKCHH b, HQJIHCTHH :
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— Chl1eCTBYBa MOBUILEH PUCK OT HEPPOTOKCHUYHOCT H, BEPOATHO, OTOTOKCHYHOCT TPH
€ JHOBPEMEHHO NPUNOKEHHE HA AMUHOTIUKO3HAN C LUMTOCTATHLM Ha OCHOBATA Ha IJIATUHA:
KapOOIIaTHH (BbB BUCOKH 03H), LUCTINIATHH, OKCAIMMIATHH (0cODEHO NpH Beye
CbLUECTBYBala OBOpeUHa HEAOCTATHYHOCT)

— HMMyHOCynpecopu: LMKIOCIIOPHH, TAKPOIUMYC

— Brp3opeiicTBawy anypeTuuy, Hanp. pypo3eMu UM eTAKpHHOBA KHCceaHHa (yHKUMORANHA

6bOpeuHa HEAOCTATLYHOCT NOPaAU AeXHAPATALIUS, NOTEHUHATIHA €CTECTBEHO MPHUCHLLA
OTOTOKCHYHOCT). Moske Na ce pa3Bue HeOOpaTHMa riIyXxoTa.

Koraro amMukauuH ce xoMOHHHpaA C NOTEHLUHANHO HEPPO- H OTOTOKCHYHO CPEACTBO, CIYXOBHAT
KanauureT U ObbpeuHaTa pyHkuus Tpadbea aa 6vaT npocneasBaHy MHOTO BHUMATE/HO. B ciayvail Ha
eJHOBpEMEHHA ynorpeba ¢ Obp3oaeiicTsall AUYpeTHK TpAOBa f1a ce MpocieasBa CbCTOAHUETO Ha
XUIpaTalusa Ha MauUeHTa.

Amuxayun/memoxcudaypanoea anecme3un
AMMHOITIMKO3HAWTE MOraT Aa yBenuuar yepexaallms 0nopeuure edext Ha MeTokcudpaypaH. [Ipu
eJHOBPEMEHHO MPHIOKEHHE €A BH3MOXKHU U3KITHOUUTEITHO TEXKKHA HEBPOTIATHH.

AMuKayu/MycKyaHu peaarcanmuy u Opy2u éeuiecmea

[Ipy eqHOBPEMEHHO JIEYEHHUE C AMWKALIMH MU MYCKYJIHH penakcanTH (Harp. d-TyOoKypapHH),
KypapH3Upailli areHTH, OOTYJIMHOB TOKCHH, NOJIHMHUKCHHOBHY aHTHOMOTHLIM, NPOKaHHAMHU], NOJEMH
KOJWYECTBA LUHTPHPaHA KPbLB MK UHXATAalJHOHHA aHeCTe3ud (Hanp. xajoTaH) TpaOBa Ja ce oyakea
NOBHUIIIABAHE HA HEBPOMYCKYHaTa O10Kaa, NMpeIU3BHUKBAHa OT T€3H aKTHBHH BELIECTBA. B ciyvai Ha
XUpYypruyHa onepauus € HeobXoAUMO aHecTe3HOoNIONsT Aa Obae HH(POPMHUpaH, Ye Ce TIpHIlara ToO3u
NeKapcTBeH MPOOYKT. MHKEKTUPAHETO Ha KAILMEBH COMH MOXKE J1a 0Bee 10 OOpaTHO pa3BUTHE Ha
NpeJH3BUKAHA OT aMHHOTNIMKO3WAY HEBPOMYCKYJIHA OoKana (BukTe Touka 4.9).

Moxe 1a Bb3HHKHE [TOHIKEHHE HA CEpYMHATAa aKTUBHOCT, KOTATO C€ MPUIIATAT i vivo No pa3iHYHU
MbTHLLIA AMHUHOTJIMKO3KA, WIH JIEKAPCTBEH MPOAYKT OT NEHULIMJIIMHOB THI.

Coyyecmaysa nosutier pucxk om XunoKQIyueMus, K02amo AMUHOZAUKO3UOU Ce NPUAA2am 3Qe0H0 C
bucghocpornamu.

Eonospemennomo npunoxcenue nHa muavun (sumamun BI) moxce oa doeede oo pazpywasane na
MOACKYAAMa My Om PeaKmueHUs Hampues Oucyagumen KoMnoHenm Ha AMUKAYuUHoBWs cyagam,

HNuaoMeTalliH MOXE [1a YBE/IMYH IIa3MEHATa KOHLUEHTpaLMa Ha aMHKaLlMH NIPK HOBOPO/ECHH.
4.6 DeprHAHTET, OPEMEHHOCT H KbpMeEHe

bpeMeHHOCT

HMa orpaHnueHH JaHHH OT ynioTpebaTa Ha aMUHOIMNTHKO3HAH NTPH OPEMEHHH XKEHHU.
AMHWHOFNHKO3KWANWTE MOTaT Aa NMPHYUHAT yBpEXKIAaHe Ha IU104a. AMUHOTJIMKO3HAMTE NPEMHHABAT MpPe3
[UlalEHTaTa ¥ MMa ChOOLIEHHA 3a ToTaNHa, HeoOpaTMa, IBYCTpaHHa BpOJeHa INyXoTa IpHy Aela,
YUHTO MaHMKH ca NOMYy4YaBaid CTPENTOMHLHUH 110 BpeMe Ha OpeMeHHoCTTa. Bhnpek#, ye He ca
JOKJIA/IBAHH HEXENAHH €PEKTH BBPXY IUIOLA U1K HOBOPOAEHUTE NPH OpeMeHHH 3KEeHH, JIEKYBaHH C
JPYrH aMHUHOTIMKO3WW, ChLUECTBYBA MOTEHLIMAN 3a YBpexIaHe. AKO 1o BpeMe Ha OpeMEeHHOCT ce
H3N0N3Ba aMHKALMH WK aKo NauMeHTKaTa 3abpeMeHee, JOKATO NMpUeMa TO3M JIEKAPCTBEH MPOAYKT,
nauMeHTKaTa Tpadea aa 6bae yReIOMEHA OTHOCHO NMOTEHLHATHATA ONMAcHOCT 32 IJI0a.

AmukanMH Kabu He Tpabea na ce npuiara no BpeMe Ha OpeMeHHOCT, OCBEH aKQ KIIMHHUYHOTO et
ChCTOSIHHE HA ’KEHaTa M3MCKBA JieYeHHE C aMUKaLMH. AKO Ce NMpeLEHH, Ye JISYEHHETO ¢ a aumfrJe‘*ff Iy R
HeoOXxoaMMO, ToBa TPAOBa 1a CTaHEe caMO MO/ JICKAPCKH KOHTPOJ (BHXKTE TOUKa 4.4). /z S e, -
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AMuKaliH Tpabea ga 6nae npunarad npy OpeMeHHH >KeHH U HOBOPOJACHHU caMo NMpH sqép& R
HEOOXOIMMOCT M 1O MEIULIMHCKO HabnmoneHue (BHXKTE Touka 4.4). W
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He e u3BeCTHO JaNu aMHKaLKH WK METAaDONUTHUTE MY CE EKCKpEeTUpPAT B KbpMata. Tpadsa ga ce
B3eME PEILIEHHUE JANH 1A Ce NPEYCTAHOBU KbPMEHETO WM Na CE NPEeYyCTAHOBK/1a HE CE NPOBEIE
neyenuero ¢ AMukauuH Kabu, kato ce B3emMart npeJBya nosa3ata oT KbPMEHETO 3a AETETO U non3ara
OT JIEYEHHUETO 3a KEHATA.

OepTUnnuTeT
[Tpy H3NUTBaHKA 32 PeNpPOAYKTHBHA TOKCUYHOCT NPH MHLIKH H IUIBXOBE HE Ca NOKNAABaHH e(PEKTH

BBPXY (PepTHAUTETA HUITH (peTanHa TOKCHUHOCT.

4.7 EdexkTH BbpXY cniocobHOCTTA 32 ImodHpaHe H padoTa ¢ MAIIHHH

He ca npoBe)x1aHX W3MHUTRAHUSA OTHOCHO e(eKTHTE BbPXY CIOCOOHOCTTA 32 WogupaHe W pabora ¢
MaLLIMHH.

B cnyuaii Ha npuwioxesne npy aMOyaTOpHH MAUMEHTH, CE MPENOpPhYBa Ja C€ BHUMAaBa TpH
wodupaHe 4 padoTa ¢ MalUKUHH, NTOPAIY Bb3MOXHHUTE HEXKEJIAHH PEaKLHM KATO HAPYLUEHHS B
PaBHOBECHETO.

4.8 Hexenann ieKapcTBEHH PeaKIHH

[Ipu onpeneneHy yCiOBUR aMUKAlIMH NPOABABA OTOTOKCHYHH M/MITH HEQPPOTOKCHUYHHU €EKTH.
bnrOpeuHo yBpeKaaHe Bb3HHKBA ¢ HEBUCOKA YECTOTA NPU NALIKEHTH, JIEKYBAHH C AMHKALIHH H
0OHKHOBEHO € 00paTnMo, ciied NpeyCcTaHOBABAHE NPHUEMa Ha IEKAPCTBEHHS TTPOLAYKT.

Ba)kHa uHdpopmMalunsa OTHOCHO JIEYEHHUETO:

BrOpe4yHOTO yBpeKaaHe M YBPEKAAHETO HA CI1yXa BCJICACTBHE HEBPOJIOTHYHHTE €)EKTH MOraT Aa
OBgaT A0 rojasMa creneH u3dberHaT NocpeActTBOM ChOJI0JaBaHe Ha ONIPEACTEHH NMpeANa3HH MEPKH.
HeobxomumMo € 1a ce KOHTposiHpa OL0peyHus CTaTyC, KaKTO U [a Ce ClIeH 3a CIYXOBUTE U
BecTHOy1apHH PYHKLIMH NpelH, Mo BpeMe Ha ¥ cnell Kpas Ha neyeHueto. Heobxonumo e ga ce
NOAABPXKA MOAXOAALIA XHAPATALHMA M 1a C€ OCHIYpH aAC€KBAaTHO OTAE/SHE Ha ypuHa. Cnielpa ga ce
MOHHMTOpHPa CEPYMHATa KOHIICHTPAIMA Ha AKTHBHOTO BELIECTBO MPH MALMEHTH C ONpee/IeH PHCK U
J03aTa Ja ce KOpUrupa cbOTBETHO (BHXTE TOUKA 4.2).

Hexxenanure peakiliMi, CYHTaHH MOHE Bb3MOXKHO CBBP3aHH C JICUEHUETO, ca U30poeHH No-JoMy Mo
CHCTEMO-OPraHHHu Ki1acoee U abcomortHa yectoTa. M3anonssaHa € cieHaTa TEPMUHOJIONUA 3a
Kiacu(HKaRUA Ha YECTOTATAa HA Bb3HMKBAHE HA HEXKENAHUTE PEaKLHUH:

—  MHoro uecTH (= 1/10)

—  YectH (=1/100 po < 1/10)

—  HeuectH (= 1/1 000 xo < 1/100)

—  Penxu (= 1/10 000 oo < 1/1 000)
—  MHoro peaku (< 1/10 000)

- C HeH3BeCcTHA 4yecToTa (OT HAJIITUYHHUTE JaHHH HE MOJKE 1a 6’5,[[6 HallpdBCHaA OHGHKE)

Hudgbexyuu u ungpecrmayuu:
Heuectn: CynepuH]eKkLusa WIK KOJIOHU3ALMA (C PE3HCTEHTHH MHKPOOPTaHW3MH WIH
APOXKACNOA00HH rbONYKH)

Hapywenua na kpvema u aumgnama cucmema:
Penku: aHEMM4, JICBKONEHHUS, MPaHyIOLUTONIEHHUA, TPOMOOLIUTONEHUS, €O3UHOPUINS

Hapywenus na umynnama cucmema:

Pernku: Peakuuu Ha CBPBXYYBCTBUTENHOCT’ i
MHOI0 peIKH: AHathunaKkTHYeH 10K o i
C Heu3BecTHA KpecTocaHa anepriyHa peakuus Mexay aMUHOIJIMKO3HIH s ]
YeCTOTA: [ T
Hapywernun na memabonuzma u xparnenemo: R
Penxu: XHIMIOMarHe3ueMus "{';. AR L
Hapywenua na nepenama cucmema. N
HeuecTty: 3amasHOCT', BepTHIO! NE




Peaxu: I"nasobosive, MmyurpeHa, napecresus, TpeMop

Hapywenun na ouvume,

HeuecTn: Hucrarsm!'

Peaxu: Cnenota’, HHdapKT Ha peTuHara’

Hapywenua na yxomo u nabupunma.

HeuecTn: TuHUTYC!, NoBHILEHO YIWHO HalAraHe', yBpexaane Ha ciyxa'

MHOro peakH: I'nyxora’

Cvoo6u nHapyuitenus.

Penku: XHUNOTOHHUS

Pecnupamopnu, 2peOHU © MeOUACMUHAIHU HADYWCHUA.

Penaku: Henpecus Ha pecnupaTtopHara pyHKUMA'

MHOro peaku: Juxarenda napaniusa®

C HeuzBecTHA ArnHes, 6poHxocnaznM

4eCTOTA:

CmoMauno-4pesrHu HapyueHun.

HeuecTH: [anene’

Penkw: [lospbliaHe

Hapywenun na xoscama u noOKoxcCHama MuKaK.

Penku: O6pHR, exzaHTeMa, chpbex, YpTHKapus (peakLiME Ha CBPbXYyBCTBHTENHOCT)

Hapywenun na onopro-oguzamentama cucmema u Cb€OURUMeIHama mvKam.

Peaxu: Aprpanrus

MHoOro peakH: HeBpomyckynHa Hsiokana

Hapywenua na bovbpeyume u nuxownume nemuuiq.

Heuectu: Vepexaane Ha 6b6peunnTe TyOynu?, 6n6peuro yerpexaane?

MHoro pelku: ToxkcruHa HedponaTud, ocTpa 6B0peyHa HeTOCTaTBYHOCT

Obwu napyuwienua u ehexmu HQ MACMOMO HA NPUNOACEHUE

Peaxu: JlekapcTBeHa Tpecka’

Knunuunu uscneosanus:

Penxu: [ToBuileHo HUBO Ha acnapraT aMMHOTpaHc(hepasa, NOBULIEHO HUBO HA allaHHH
aMUHOTpaHcdepasa, MOBMILEHO HUBO Ha anKaliHa ocdaTaza (Jieko H
[IPEXOIHO)

Jonmbnuurenya UHGOpMALWA 32 KOHKPETHU HEXENAHM JIEKAaDCTREHH PEaKLIUY:

(1) Te3n peakumu ca HabmonaBaHH Hail-Bede KoraTo € Ouia nNpeBHilieHa Npenopb»4YBaHaTa n03a, NpH
NeYeHHe, IPOABIKHIO noseuye oT 10 qHH HITK KOraTo Jo3aTa He € 6Wna NpasuIHO peayuHpaHa IIpH
nauueHTH ¢ 6B0peuHa auchyHkuma. [IbpBoHaYATHUTE CHMITTOMH Ha BECTHOYNApHH CMYILIEHHA Ca
3aMagHOCT, FaicHe Y NOBpbLUaHe. KNHHUYHUAT Nperyie 4ecTo noKa3Ba HATUYHE Ha HUCTarsM. B
MOYTH BCHYKH CllyYad BECTHOYyJIapHHTE CMYLIEHHA ca oOpaTUMH. [TbpBUTE CUMITTOMH Ha

KOXJIcapHa AMCYHKIIMA YECTO BKIIFOUBAT 3aryba Ha ClIyX KbM BUCOKOUECTOTHH TOHOBE (= 4 000
Xepla), KOATO NpealnecTra 3arybara Ha CiiyX W MOXKE J1a C€ YCTAHOBH CaMO 4pe3 ay IHOMETPHA.

(2) lpyra HeyecTa HexXe/1aHa peaklus € yBpekaane Ha 6nOpeunnre TyOynu ¢ 6b0peuHo yBpeKaaHe.
MexaHH3MBT Ha OBOpEUHO yBpekaaHe BKIIOUBA HATPYIIBAHE B JIM3030MHTE, HHXHOHpaHe Ha
docdonunazara U HeKpo3a Ha TyOylapHUTE KIeTKH ciel MHOTOKPaTHO NMPHIOXKEHHE Ha
aMHKalHH. EAHOKpaTHaTa AHEBHA i03a MOXKE N2 peXyHHpa pUCKa OT He(ppPOTOKCHYHOCT.
bu6peuHOTO yBpEXKAaHe € 0dpaTuMo B pasiiMyHa CTeNeH, HO MOBHUILABA PHCKA OT HATPYIIBAHE,
KOETO MOXKE Aa MPHYHHH WIH 3aCUNH OTOTOKCHUYHHTE ehekTH. BB3MOXHM ca MOBHINIEHHE Ha
KOHLEHTpaLKATAa HA CEPYMHUS KPEAaTHHHUH, HANUYXE Ha anOyMHH, YepBEHH U O€NH KPLBHH KJIETKH
WIH UHIHHAPHYHY KICTKH B YPUHATA, YPEMHUS HIIH OJIMTYPHAL.

(3)Penxu HexxenaHM peakUMM ca PEaKLUU Ha CBPBXYYBCTBUTEIHOCT KATO €K3aHTeMa, Chphek, oﬁpya,--w- .
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H MUPEKCHA. S et A
(4)B pelaku cmyyad, ako HHTpaBeHO3HATa UH(Y3HA Ha NEKAPCTBEHHUS MPOAYKT CE U3BBPIIH Tﬂtpﬂa ks, f';;
Obp30, OMXATENHHTE PYHKIIHU MOTAT [a ObJaT cepHO3HO NOTHCHATH. B oTnenHu Cyyay TOBR T\ C

MOXC Ja JOBCIC U 40 AUXATCIIHa IMapalin3a, TAKbB PHCK CBHICCTBYRA, KOTATO aMHUKaIlUH' Ce P R
[P 0 (O

|
.rl"J

npwiara B KOMOHHaLMA ¢ aHECTE3HA U MYCKYJTHH PENakcaHTH (BHXTE Touka 4.5). DTN e |
(5) AMuKalLMH He ce npenara BsB (JopMa 32 UHTpaBHUTpEaHa ynorpeda. ma crobuienus 33 cnenoTa R

1 MH(}papPKT Ha PETHHATA CNie/l HHTPABUTPEATHO NPUIIOKEHHE (MHXKCKTHpPAaHe B OKOTO) HA . “&

AMHKAaLMH. “ﬂ-.::t.:‘ 5 M\.&, bf«*"
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CoobI1apaHe Ha DOA03UPAHU HEMENAHH PEAKIUH

Cro0lL1aBaHETO Ha NMO03UPaHH HEXKENAHU PeaKLUM Cliell pa3peiiaBaHe 3a yioTpeda Ha JIeKapCTBEHUS
NPoAYKT € BaXHO. TORa NM0O380A9Ba A2 NMPOALMKM HAOMIOAEHHUETO Ha CHOTHOLLIEHHUETO NMOJ3a/PUCK 32
nekapcTBeHHUS NpoAYKT. OT MEAHUMHCKHUTE CNIELIHANIMCTH CE U3UCKBa Ja ch0odLIaBaT BCAKA
MoA03HpaHa HeXellaHa peakLMd Ype3 HAaUMOHANTHA CUCTEMA 34 ChOOIaBaHe:

HN3nbnHUTENHA areHUuUs No JeKapCcTBaTa;
Ya. ,,JlamaH ['pyeB” No 8

1303 Codus

Ten.: +359 2 8903417

YebcaiiT: www.bda.bg

4.9 IIpego3npane

[Ipenozupanero Moxe Aa NPHYHHH HEQPOTOKCHUHOCT, OTOTOKCUHHOCT WY Kypapu3upaul ehekT
(HeBpOMYCKYHa Onokagna).

Heuenue

B cayuaii Ha npeao3rupaHe UM TOKCUYHH peaKUMU UHPY3HsATa HA aMUKaLuH TpabBa na ce
NpeyCTaHOBH U aKO € HeOOXO0aMMO MOXe Aa ce Nprioky GopcrpaHa AUype3a, 3a 4a C€ YCKOPH
OTCTPaHABAHETO HA AMMKALIMH OT KPbBTA. [lepuToHealHaTa nuanu3a WK XeMOaMan13aTa MoraT Jaa
MOMOTHAT Ja ¢€ eNMMUHKHPA HATPYNaHWA aMHKALIMH B KPBBTA. XeMOAHaNH3aTa € Nno-e¢(peKkTHBHA 3a
OTCTPaHABAHE HA AMUKALIMH OT KPBBTA, OTKONKOTO NEPUTOHEAJIHATA JHaJIH3A.

[Ipu HoBOpOAEHH MOXKeE f1a ce OOMHCTH 0OMEHHO KPbLBOMNPENUBAHE, KaTO BCE MAK NPEAH Aa Ce
NMPUCTLITH KbM Ta3H MsApKa TpAOBa Aa Ce MOThPCH MHEHHUE OT CMIEUUAIUCT.

3a HeyTpanu3upaHe Ha Kypapusvpallug ¢eKT ca NOKa3aHH KaJlHEeBH coiM. B cimyyail Ha quxartenHa
napasiu3a Moxe Ja € HeoOXoAuMa MEXaHUYHA BeHTWIAallHS.

5. OAPMAKOJIOI'HMYHH CBOUCTBA

5.1 {apMaxkoAHHAMHYHHM CBOHCTBA

PapMakoTepancBTHYHA rpyna: AHTHOAKTEpHAIHU JIEKAPCTBEHH CPEJICTBA 3a CUCTEMHA ynoTpeba;
AMHUHOTTHKO3HAHH aHTHOaKTepUaNiHU cpeAcTBa, ApYrd aMmuHornukosuau, ATC kox: JO1GBO06

AMHKALMH € NOJTYCHHTETHYEH aMHUHOIITHKO3UAEH aHTHOKWOTHUK, MOJIYUYeH OT KaHAMHUUHH. CHHTE3HpaH
€ Yypes alIMpaHe ¢ aMHHOXHAPOKCHOYTHpOBa KHCcenuHa Ha C-1 aMuHorpynara Ha
2-1€30KCHCTPENTAMUHOBUA OCTaThK.

Mexanu3sM Ha geicTBUe

AMHUKaLHUH AeHCTBa upe3 HHXUOHpaHe Ha DenThUHMA CUHTE3 B DakTepHanHaTa pubo3oMa upes
B3auMoJekicTeue ¢ pubozomnHaTa PHK m nocneapaino HHxubupaHe Ha TpaHCIALMATA NPH
YYBCTBHTETHU MHKPOOpPraHu3Mu. ToBa BOAMU A0 OaKTEPHLIMAHO ACHCTBHE.

DK/

Haii-saxunre OK/DJ] mapamMerpu 3a npensmxaade Ha 6akTepHUMAHUA edekT Ha aMHKaLIHH e
CBOTHOLUCHHETO Ha MaKCHMAanHaTa KoHlUeHTpauus B cepyma (Cmax) M MUHHMAaTHaTa HHXHOHpalla
koHueHTpauusa (MHK) 3a cxoTBeTHHs natoren. Cuura ce, 4e cbOTHOWEHHUE Crax/ MIC 8:1 uimu 10:1]

BOAH 10 €peKTHBHO YHHUIOKaBaHe Ha DaKTEPUHUTE U NPENOTBpaTABaHE HA MOBTOPEH ﬁaxm%{;i'ﬁ": -
pacTex. e e
AMHKal¥H MOKAa3Ba NocT-aHTHOHOTHYEH edeKT in vifro U in vivo. [locT-aHTHOMOTHY e{ﬁewrf Lo
NO3BOJIABA YABIKABAHE HA MHTEPBaIa Ha Jo3HpaHe 6¢3 3ary6a Ha edMKacHOCT cpelyy mopey PR

Mfwm
["pam-oTpuLaTenHy GaKTepuy. =
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MexaHu3bM(MH) Ha PE3UCTEHTHOCT

Pe3ucTEeHTHOCT KbM aMHUKAUKH MOXKE J1a BB3HUKHE NO €AUH 0T CNEJHUTE MEXAHU3MMU:

—  Eux3uMHO nHakTHBUpaHe: Hal-4ecTO CpellaHuAT MEXAHHU3BM HA PE3UCTEHTHOCT € EH3UMHA
MO HKALKA HA AMUHOTJIMKO3HAHKUTE MOEKYIH. Tol e onocpeacTsad OT aueTUNTpaHchepasu,
dochoTparchepazu uny HyKIeoTHAMITPaHCPEPa3H, KOUTO Ce KoaupaT OCHOBHO OT TUIa3MHUAH,
AMHKAUHH e J0Ka3aHO eEeKTHBEH Cpellly MHOTO PE3UCTEHTHH Ha aMHHOTTIMKO3MAU OaKkTepUaiHu
LIAMOBE NMOpPaAH YCTOMYHBOCTTA MY Ha IErpajlalius OT aMWHOTJIMKO3UA-MHAKTHBHPALIH EH3HMH.

~  PenyuupaHo kneThb4yHO HABJIIM3aHE U aKTUBEH €UTyKC: Te3H MEXAHU3MH HA PE3UCTEHTHOCT CE
Habmoazasat npu Pseudomonas aeruginosa. Hackopo nmyGnukysaHn AaHHH NOKa3BaT nossa Ha
nofoOHH MeXaHU3IMHU Ha PE3UCTEHTHOCT Npu Acinetobacter spp.

—  UsmeHeHue Ha nenepata cTpyktypa: Moandukaumuu B pubozoMuTe ca paako HabnronasaHa
NPYUYKHA 33 PE3UCTEHTHOCT,

Pa3sBUTHETO HA Pe3UCTEHTHOCT TIO BPEME Ha Tepanus € HeobuuaiitHo. CBIUECTBYBA YaCTHYHA

KPBHCTOCAHA PE3UCTEHTHOCT MEXKAY aMHKALMH B IPYTH aMHHOIIMKO3UAHHU aHTHOHOTULIH.

['paBHYHH CTOMHOCTH 34 TECTBaHE Ha YYBCTBHTEITHOCT

Kpurepuure 3a unrepnperauns va MUK (MHanManHa vHxuOHpalia KOHLIEHTPaALIMA) 32 TECTBAHE Ha
YyBCTBHUTEJIHOCTTA Ca YCTAHOBEHHU OT EBPONEHCKHA KOMHTET 32 TECTBAHE HA AaHTUMHKpOOHa
yyscTBUuTeSIHOCT (EUCAST) 32 aMukauyH U ca U30pOEHHU TyK:
https://www.ema.europa.ew/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

CnekTbp Ha AKTUBHOCT Ha AMUKALIUH:
[Ipeo6aanaBaHeTo HA NMPUACOHTA PE3UCTEHTHOCT MOXKE Aa Bapypa reorpag)cky H ¢ BPEMETO 3a
OMpeieNIeHH BUAOBE, KaTO € KENaTeHO HANMYHE Ha J1oKanHa HHGOopMaLMs 38 HUBATA Ha
PE3HUCTEHTHOCT, OCOOEHO NpPH JicYeHHE Ha TexXKHU UHPekuuH. [Ipn HeobxoaumocT Tpadea na ce
NMOTHPCH EKCNEPTHO MHEHHE, KOTaTO JIOKAJIHOTO npeobnafnaBaHe Ha PE3UCTEHTHOCT € TaKOBa, 4e
MPHJIOKUMOCTTA HA IPOAYKTA € CNIOPHA, JOPH NPH MAJIKO Ha Opoil BUAOBE HH(PEKLINMY,
Bragose, 4eCTO YYBCTBHTE/IHE HA AMAKALHH
Aepobruu I'pam-noaoncumenniy MUKpoopzanuimu
Staphylococcus aureus
Staphylococcus haemolyticus
Staphylococcus hominis®
Aepobru I pam-ompuyamensu Muxpoop2auusmu
Acinetobacter pittii
Citrobacter freundii
Citrobacter koseri
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella oxytoca
Klebsiella ppneumoniae
Morganella morganii
Proteus mirabilis
Proteus vulgaris®
Pseudomonas aeruginosa’
Salmonella enterica (Enteritis-Salmonellen)®
Serratia liquefaciens®
Serratia marcescens
Shigella spp.
BraaoBe, OpH KOHTO OPHACOHTATA PE3IHCTEHTHOCT
MO2Ke a2 NPeACTABJIABA NPodaeM
Aepobru I pam-noa0ONCUMENRU MUKDPOOD2AHUIMU
Staphylococcus epidermidis
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Aepobru I pam-ompuyameanu MUKPOOPZAHUIMU
Acinetobacter baumannii
Opranu3imMu ¢ BpoJeHa Pe3UCTEHTHOCT
Aepobru I'pam-nonodxxcumentiu MUKpOOPp2AHUIMU
Enterococcus spp.
Streptococcus spp.
Aepobnu I pam-ompuyamennu MUKpoopzanu3mu
Burkholderia cepacia
Stenotrophomonas maltophila
Anaepobu
Bacteroides spp.
Prevotella spp.
Apyzu MUKpoopzanumi
Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.
Ureaplasma urealyticum
° KpM nataTa Ha myOMKyBaHe Ha HacTosara Tabnuiua HAMa HajlMvHa aktyanHa uHgopmanus. B
OCHOBHATa JIMTEPATYPa, CTAHARPTHATA pedepeHTHa NUTEPATYpa H TEPaNeBTUYHH NPENOPHKH, CE

npeanojara UYyBCTBUTCITHOCT.
I HuBa Ha PE3UCTCHTHOCT HA H30J4aTH OT CNICUHAAHH I'pYIIH MNAaUKCHTH, HAIIP. IMTAOHCHTH ¢ KHCTO3HA

¢ubpoza e > 10 %.

Hpyea ungpopmayus:
AMMHOTJIMKO3WAUTE Ca NOAXOAALLH 32 NPHIOKEHHE B KOMOMHALUA C APYTrH aHTHOMOTHLIM CpeLTy

[ paM-ITIONOXKHUTETHHN KOKH.

5.2 {QapMAKOKHHETHYHH CBOHCTBA

A6copbuus
[Ipy nepopaniHo NpunoxxeHWe, aMUKAaLIMH MPaKTHYECKH He ce abcopOupa; MoxXe Ja ce npuiara camo

napeHTepajHo. MakcumanHuTe HMUBA Ha CEPYMHATa KOHLEHTpaLUs ce JocTHrar 1 - 2 yaca crnen
uHy3uATa. CEPYMHHUAT NOTYKHUBOT € 2,2 - 2.4 yaca. [10-Aba1br NOMYKHBOT MOXKE Ja ce OUaKBa NpH
nauMeHTH ¢ ObOpeyHa HEAOCTATHYHOCT K HEJOHOCEHH WIH HOBOpOAEHH Oebera.

[IpunoxeHueTo Ha ao3a oT 7,5 mg/kg upe3 HenpekbcHaTa 30-MHHYTHA UHTpaBeHO3HAa NHHQY3US BOAM
IO cepyMHa KoHUeHTpauua 38 pug/ml B xpag Ha uH¢y3usTa. I1pu 3apaBu JoOPOBONLIU IPHIGKEHHAETO
Ha no3a oT 15 mg/kg upez HenpekbcHaTta 30-MHHYTHAa MHTPaBeHO3HA HHY3HUA BOOH A0 CEpyMHa
KOHLIEHTpalua npudnusurenHo 77 ug/ml 8 kpas Ha nHy3uaTa u 47 ug/ml u 1 pg/ml, cvorBeTHO 1 H
12 yaca cnen xpas Ha yHGY3HATA.

[Tpu xopa B cTapuecka Bb3pacT CbC CpeleH KpeaTUHHHOB KIHPBHC 64 ml/min, npunoxkenneTo Ha noza
oT 15 mg/kg upes 30-MHHYTHA HHTpaBEHO3HA UHPY3HUA BOAH N0 CEPYMHA KOHUEHTpALHKaA oT 55 pg/ml
B Kpad Ha uHQYy3uATa U 5,4 pg/ml u 1,3 ug/ml, crorBeTHO 12 1 24 yaca cnel kpas Ha HHQY3HNATA.
[Ipy M3NMTBAHHUA C MHOTOKPATHH AO3H, HE Ca NOKA3aHU eeKTH Ha aKyMyJIMpaHe IPH Xopa C
HopManHa 6bp0peuHa QYHKLMA, KOUTO Ca MONTYYHIM IHHHYHH JHEBHM 1034 oT 15 1o 20 mg/kg.

PazsnpeneneHue

[IpennonaraeMusT 00eM Ha pasnpeaencHUe Ha aMMKauuH € npudausurenno 24 | (28 % or renecHoTto
Terno). CTeNEeHTa Ha CRbp2BaHe ¢ IU1a3MeHUTE NPOTEHHHM € onpeacieHa Ha 4% - 10 %,

Cnen npunaraHe Ha Nnpenopb4YBaHaTa 1034, TepancBTUYHH HUBA Ha AMUKAIIHH CE OTKPUBAT B KOCTHTE,
CHPLIETO, XKIBHHUS MEXYD, OenoapoOHaTa ThkaH, YpHHATA, >KITbUKAaTa, OpOHXHAIHHTE cewgr T -
XpauKaTa, HHTEPCTHLIHAIIHATA TEHHOCT, IJIEBPATHATA TEHHOCT H CHHOBHAJIHATA TEYHOCE, e _,_q.”t— PARN
AMHKaluH AUdYHAKpA B AOCTATbYHA CTENMEH BbB Bb3MNaJCHUTE MEHHHIH. I'Ipuﬁnu?.n}enuﬂ 1’6 %no {f "’ig g
20 % oT cepyMHaTa KOHLUEHTpaLKsa MPeMHHABA Ipe3 3JpaBUTe MEHHHI U, KaTO TH Mﬁrlxe na HapacHe no |
50 %, akO MEHHHI'MTE Ca Bb3IMAJICHU. |

AMUKALIUH ce HaTpynea B ObOpeyHaTa Kopa H TEYUHOCTTA BLB BETPELHHOTO YXO U Ce \%IIHWHHPH e
0aBHO OT Te3H ABJIOOKO pa3noONOKEHH KOMMAPTMEHTH. W\ k) "
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AMHKALIMH TPEMUHABA Npe3 NaueHTapHaTa 0apuepa U ce eKCKpeTHpa B 4OBEUIKATa KbpMa.
KoHuenTpaumu, gocturaigu 20 % ot Te3u npH ManKaTa, ca OTKPHTH BbB (PpeTajlHa KPbB U aMHUOTHYHA
TEYHOCT.

buorpaHchopmanus

AMHKAUMH He ce MeTaboM3npa B HOBELUKUS OpraHU3bM.

EnvMHHUpaHe

[Ipy nayeHTH ¢ HopManHa 6b0peuHa QyHKUMA CPEAHUAT CEPYMEH KIIWPHHC HA aMUKaLIMH e

100 ml/min u 6B6peunnaT knupsHE € 94 ml/min. AMUKaLMH C€ ENUMUHHPA UpPE3 MOMEpyNHaTa
¢unTpauKsa KaTo MaREeH LT HA eNWMHUHUpaHe. [To-ronsamara sact ot obema (60% - 82%) ce
eKCKpeTHpa HEMMPOMEHEH B YpPUHaTa B paMKUTE Ha ITbpBUTE 6 yaca. CaMO MHOIo Majlki KOJIMYECTRBA CE
EKCKpeTHpar ¢ xnbukara. [Ipu nauueHT ¢ HopmanHa 6B0peuna gynkuua 91% u 95% or nozara
aMUKalHH (MHTPAMYCKYJTHO) C€ €KCKPETApa HENPOMEHEHA B YPHHATA B PAMKHUTE CHOTBETHO Ha 8 U
24 yaca.

AMUKALIHH MOXe 1a ObAe eIMMUHHAPAH Ype3 XeMOAUanH3a U B NO-MaJjika CTEleH IMpU NepUTOHEATHA
avanuia. B z3aBUcCMMOCT oT Auanu3Hug MeTon, S0 % (B nnanasona 29 % - 81 %) wau 40 % - 80 % ot
MpHJIOKEHATA 03a Ce eIMMHWHUPA B pAMKHTE HAa CbOTBETHO 4 WwiH 8 vaca.

[lenMaTpHUYHH NALHEHTHU.

J{aHHWTE OT U3NUTBAHUA C MHOTOKPATHHA AHEBHHY AO3HW [TOKA3BAaT, Y€ HUBATa HA aMUKaLHH B
rprOHaYHOMO3BbYHATA TEYHOCT NpH Oebera B HopMa ca npubnusurento 10 o 20 % ot cepymuuTe
KOHLIEHTpaLKUU B MoraT aa gocturdat 50 % npv MEHUHTHT.

HHTpaBEHO3HO NPUITOKEHUE
[Tpn HoBOpOAEHH U OCOOEHO fpH HeloHOCeHH bebeTa, 6BOPEUHOTO ENUMHHUPAHE HA aMHKALHH €

HAMAJICHO.

[Tpy¥ eAMHMYHO M3MUTBAHE MMPH HOBOPOJAEHH (1-6 AHM nocTHaTA/IHA BB3PacT) ca PyMUpaHH B
3aBHCUMOCT OT Ter1oTo npHu paxaane (<2 000, 2 000 - 3 000 » > 3 000 g). AMUKALIMA € NPWIOXKEH
HHTPaMYCKYJIHO W/WIX WHTPaBeHO3Ho B A03a oT 7,5 mg/kg. KIHpBHCHT Ipy HOBOPOJEHH C TErNO
>3 000 g e 0,84 ml/min/kg, a TepMUHHANTHHAT NOMYXXHUBOT € Mpubau3uTenHo 7 yaca. B tasu rpyna
bPROHAYANHHAT 00eM Ha pa3npeacicHHe U 00eMbT Ha pasnpencieHHe NpH CTabWIHO CHCTOSHHE €
0,3 ml/kg u 0,5 ml/kg, cboTBeTHO. B rpynuTe ¢ no-HUCKO TETI0 NPH PAKAAHETO KIUPBLHCHT 32
KWJIOTpaM € MO-HUCEK M NMOJYKHBOTET € No-AwJbr. [lIoBTOpHOTO R03Mpane Ha BcekH 12 yaca npH
BCHYKH IOPENOCOMEHH I'PYITH He [10Ka3Ba aKkyMYyNUpaHE Clelk 5 JHHM.

5.3 IlpeakauHHYHH AAHHH 34 0e30mMACHOCT

[Mpyr H3NUTBAHKUA 32 TOKCUYHOCT NPU MHOIMOKPaTHO AO3MpaHe rnaBHATE €¢deKTH ca HePOTOKCHYHOCT
H OTOTOKCHYHOCT.

He ca npoeex/aaHH H3MUTBAHUA 110 OTHOLIEHHE HA MYTar€HHHA WIH KAHUEPOreHHHA NMOTEHLHA Ha
aMHKALMH,

[1py B3nUTBaHMA 32 PEMPOAYKTHBHA TOKCHMHOCT aMHKALIMH MpeIU3BUKBA 3aBHCHMA OT J03aTa
He()POTOKCHYHOCT NpHU OpEeMEHHU TLTBXOBE U PETYCHTE UM, a4 H3NUTBAHUATA 3a PENPONYKTHBHA
TOKCUUHOCT NPH MOKOJIEHHETO Ha MHILIKH, TUTBXOBE M 3aHLIH NOKA3BAT NOBHILCHA YECTOTA Ha ¢eTalHa
cMBpT. CBLIECTBYBA MOTEHLUMAJIEH PUCK OT YBPEXKAAHE HA BLTPELIHOTO YX0 H ObOpeuuTe Ha wioaa,
KaKTO € Ha0/I101aBaHo Npy Kjiaca Ha AMUHOTTIMKO3WAHATE aHTHOHOTHLH.

6. ©DAPMALEBTHYHH JAHHHU T T
;‘_.'I . ﬁ.. *q ’ ‘.t.-- ww
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6.1 ChnHCBK Ha MOMONHHMTE BelllecTBA / R SR

b ' o
Harpues xyopHj, (1 e

XopoBOAOPOAHA KHCeNHHA (33 xopurupane Ha pH) Wy
Harpuer xugpokcu (3a kopurupaHe Ha pH) RS
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Bona 3a nHXekuuu
6.2 HecnLBMECTHMOCTH

AmukauuH Kabu ¢ rorosa 3a ynorpeba gpopma v He TpaAOBa 1a ce cMecBa C HUKAKBH JpyFH
NeKapCTBEHH MPOAYKTH (C M3KIIOUEeHHe Ha H3bpoeHuTe B Touka 6.6), a TpaOBa aa ce npuiara
OTAENHO, B CbOTBETCTBHE ¢ MPENOPHLYBAHATA 1034 M METOJ1 Ha MPUJIOKEHHE,

[TpH HUKAKBH CJTyYaHd aMUHOIITMKO3WAMTE He TpAOBa Aa ce cMecsat B WHPY3HOHEH pa3Teop ¢ Hera-
JTAKTaMHHW aHTHOHOTHLM (HANp. NEHHLWIHHH, Ue¢alTOCNOPHHH), ThH KaTO TOBA MOXKE Ja NPHYKHH
($H3MKOXUMHYHO UHAKTHBUPAHE HA N00aBEeHUA aHTHOHOTHK.

HU3BecTHH ca XHMHYHH HECHBMECTHUMOCTH ¢ aMQOTEPHIIMH, XJIOPOTHA3HWAH, EPUTPOMULIHH, XENAPHH,
HUTPODYPAHTOHH, HOBOOMOLIMH, GEHUTOUR, CyadanHazvH, THONEHTOH, XIIOPTETPALMK/IUH, BUTAMHH
B v BuTaMuH C. AMHKaUWH He TpAOBA 1a ce CMECBa NPeABAPHUTENHO C TE3H JICKAPCTBEHH MPOAYKTH.

UHakTHUBHpaHETO, HaCTHIIBALLO MPH CMECBAHE HA AMHUHOITIUKO3KHAU U OeTa-naKraMHY aHTUOMOTHLIM,
MOJKE [a MEePCUCTHPa CbIIL0, KOraTo c€ B3eMaT NpoOH 3a onpeaensHe Ha CepyMHHUTE HHBA HA
AaHTHOMOTHLIMTE Y MOXe 1a lai€ 3HAUUTETHO MO-HUCKH PE3YJITATH, C IPEUIKH NIPH A03UPOBKATA U
PHMCK OT riocaeaBaija TokcuyHocT. [Ipobure Tpadbea na ce obpaborsat Obp30 U 1a ce MOCTABAT BbPXY
nea WiK aa ce jobasH Oera-jaKkramMasa.

6.3 Cpok Ha rOgHOCT

3 rouHHU

Cpok Ha roJHOCT o BpeMe Ha ynorpeba (ciie] MbpBOHAYATHO OTBapAHE Ha ONaKOBKATa/pa3spexaaHe):
XuMHuyHaTa U pU3UYHA CTaDUNHOCT Ha rOTOBKA 3a yriorpeba NpoAyKT € A0Ka3aHa 3a 24 4aca, npH
temneparypa 25°C wi 2 ao 8 °C.

OT MUKpOOHONOrMYHA IJIeHA TOYKA, IPOAYKTHT TpA0Ba Aa ce U3NnoJ3Ba He3a0aBHO. AKO He ce
U3110/13Ba He3abaBHO, BpEMETO U YCIIOBUATA Ha ChXpaHeHHKe npeau ynotrpeda ca OTTOBOPHOCT Ha
noTpeOuTENd ¥ He TpaOBa Ja ObaaT noseue or 24 yaca npu 2 1o 8 °C, ocBeH ako HAYHHBT Ha
OTBapsAHE Ha ONAKOBKATA/pa3peikJaHe He € H3BbPILEH NPKH KOHTPOJKPaHH U BanuJAUpaHH acenTHYHU
YCIOBHH.

6.4 Chnenua/iH¥ YCJIOBHSI HA ChXpaHeHHe
To3u nexapcTBEH NPOAYKT HE U3HCKBA CIICLIUAIIHH YC/IOBH Ha ChXPAHEHHE.

3a yCnoBHA Ha ChbXpaHEHHE Cliell MbPBOHAYATTHO OTBAPSHE M Pa3peXAAaHE Ha JICKAPCTBEHMUA NMPOAYKT,
BH)KTE TOUKa 6.3.

6.5 BHaH chaAbpXKAHHE HA ONAKOBKATA
HMudy3MoHHHUAT pa3TBOp ce nmpeanara B OyTWIKH OT NMOJHETWIEH € HUCKA IUTBTHOCT, 3aTBOPEHH C
Kanavka, cHab/ieHa ¢ ryMeH JKMCK 33 U3TErIfHe C UIa.

Bunose onakoBku: 10 x 50 ml, 10 x 100 ml u 10 x 200 m] undyznoHen pasreop.

He Bcuuky BUOOBE ONAKOBKK MOraT Aa ObJaT IMycHATH Ha nasapa.

6.6 Chnenuanax npeanasnyd MepKHd NPH HIXBbPJISHE H paboTa /""’:f”‘ k.\
L T 2 N
[Ipeau npunoxeHue pa3TBOPHT TpsAOBa Aa Objle NPOBEPEH BU3YATHO 3a HANHMUE Ha qaf:{ WY <7 o i\
POMSHA B LIBETA. ST AR
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PasrBopnbT TpabBa Aa ce npuiara Cu¢ CTEPHIHO 00opyaBaHe, ¢ MOMOIITA HA aCeNTHIHA TEXHHKA.
O6opynpaHeTo TpaGBa Ja Obie HABHEHO C Pa3TBOPa, 3a /ia CE MPEAOTBPATH HARTH3AHETO Ha BH3AYX
B CHCTEMaTa.

Hewu3non3BaHHAT pa3TBOp TPAOBa Aa ce H3XBBPJIH.

Heuanon3sBaHuAT NPOAYKT MM OTHAXbUHHTE MATEPUAIH OT HEro TpAOBa Nia Ce U3XBBPIIAT
HEMOCPEACTBEHO cnej ynorpeba B ChbOTBETCTBHE ¢ MECTHHTE H3HCKBaHUA.

Amuxanps Kabu e CbBMECTUM CBC ClIEAHHTE UHPY3HOHHH PasTBOPH:
- PuHrep pasteop

- Punrep naxraT pa3sTBop

- Hatpues xusiopug 9 mg/ml (0,9 %) HIKeKLMOHEH pa3TBOp

- 'moko3a 50 mg/ml (5 %) HHXKEKIIHOHEH pa3TBOp

- T'moxo3a 100 mg/ml (10 %) HIOKEKIIHOHEH Pa3TBOP

MucTpykiiHy 3a paspexiane
3a monyuaBaHe Ha pa3TBOP Ha aMHKALMH ¢ KOHUCHTPAIMS 2,5 mg/ml, ChOTBETHOTO KOJIUUECTBO (B ml)

aMHKalHH 5 mg/ml 3a xenanara 2032 TpAGBa Ha ce A06aBU KbM HACHTHYEH 00eM OT HAKOH OT
MOCOMEHHUTE NO-rope BUAOBe HHPY3UOHHH PAa3TBOPH.

3a NOITBJIHUTENHA HH(OPMaLIKs, MOJIS BIDKTE TOUKa 4.2,

7. MPUTEXATEJ HA PAZPENIEHHUETO 3A YIIOTPEDBA

Fresenius Kabi d.o.0.
Radnicka Cesta 37a, 10 000 Zagreb
X BpBATHS

8. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

Peructpaipioned Ne 20220257

9. JATA HA IThPBO PA3PEINABAHE/TIOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEDBA

JlaTa Ha mbpBO paspewaeaHe: 07 Cenremspu 2022 r.
Nara Ha nmocieAHo noaHosBaHe: 20 asrycer 2024 .

10. JATA HA AKTYAJM3HPAHE HA TEKCTA

15



