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1. HME HA JEKAPCTBEHHA ITIPOAYKT g s N ,g
AR a1

AmuxaunH b. Bpayn 2,5 mg/ml undryauonen pasteop
Amuxains b. Bpayn 5 mg/m) undyssonen pazteop
Amuxanms B. Bpayn 10 mg/ml nndy3uonen pasteop

AMHKaHH

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 KOJITMYECTBEH CBCTAB

2,5 mg/ml pa3TBOp 3a HHTpaBEeHO3HA HHY3HA:

1 ml or uHdy3uOHEHS pa3TBOP CHABLPXA 2,5 mg aMuKaluH (amikacin), mox ¢opmara Ha
amMukauHHOB cyndar (amikacin sulphate).

1 6ymanka ot 100 ml ceabpka 250 mg amuxauns (amikacin) (moa dopMara Ha aMHKALIHOB
cyndar (amikacin sulphate).

5 mg/ml pasreop 3a HHTpaBEHO3HA MH(Y3HA;

1 ml ot undysuonnna pasreop ceappxka 5 mg aMHkaumn (amikacin), noa dopmara Ha
amMHKaumaoB cyiagar (amikacin sulphate).

1 6yrunka ot 100 ml ceaspxa 500 mg amukanue (amikacin) (non hopMaTa Ha AMHKALHHOB
cyadar (amikacin sulphate).

10 mg/ml pazTBOp 3a MHTpaBeHO3Ha HHy3us:

1 ml or nadysnonnns pasteop crAbpka 10 mg ammukauuH (amikacin), moa gopmara Ha
aMHMKaluHOB cyndar (amikacin sulphate).

1 6yrunka ot 100 ml ceappaa 1 000 mg amukanus (amikacin) (moa dhopMaTa Ha AMHKALKHOB
cyndat (amikacin sulphate),
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IToMOLIHM BelecTBa ¢ M3BECTHO AeHCTRHE:
Beekn 100 ml ceappxar 15 mmol (354 mg) natpwii.
3a WEIHHA CITHCHK HA MOMOIUHHETE BEIUCCTRA BIOKTE TOouka 6.1,

3. JIEKAPCTBEHA ©OPMA

HudyzmoneH pasteop
IpozpaueH GesugeTeH BOAEH pasTBOP

4. K/IHHHUYHHW JAHHH
4.1 TepanepTHYHH HOKAIAHHA

3a neyeHHEe Ha CNEAHATE TEXKH MH(EKIINH, NPpHIHHEHH 0T GakTepHH, KOHTO ca
aMuKauuH (BX. Touka 5.1), korato no-cnabo TOKCHIHUTE AHTUMHKPOOHH CPEACTBA HE
- Hozoxomuannu HEEKIMH Ha JOMHUTE JUXATENHH THTHIA, BKIKOYHTETHO TR
- HurpaabnoMuHanHi HHOESKLHH, BKIHOYHTEHO IEPHTOHMT,

- Yenokuenu v peudauBAPaIH HHGEKLHH Ha THKOUHHTE ITHTHIHA,
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HHbexyu Ha KoiaTa H MEKHTE THKaHH, BKIIOYMTEIHO HH(ESKLAH TP PAHH OT H3rapaHHi,
- baxrepuanen engoxapaur,
- TocTonepareru HHTPaaGIOMHHATHH HHGEKLAY

Amukauus b. Bpays 2,5 mg/ml, 5 mg/ml, 10 mg/ml uudy3uoHeH pa3TBOp MOXe CHINO Aa Gbae
MBMON3BAH PH JIEUEHHE HA TALHEHTH ¢ GakTepueMts, KOATO Bb3HMKBA BbE BPB3KA ¢ WK Ce
NOZO3HPa, Y€ € CBLP3aHa ¢ KOATO H J1a € OT MH(peKLHITe, N20poeHH no-rope.

AmukamuH b. Bpayn 2,5 mg/ml, 5 mg/ml, 10 mg/ml undysronen pasreop o6puaiHO Ce HINON3BA B
KOMOHMHALIMA ¢ IPYTH MOAXOAAIIM aHTHGHOTHLIM, 33 1A NOKPHE GAKTEPHATIHHA CTIEKTHP, CPElIaH IpH
CHOTBETHATA HHGEeKIMA.

Tpabsa na ce umat MpeABKHT OPUIHMATHETE YKa3aHHs 32 NPABHITHA YIIOTpeGa Ha aHTHOAKTEpHANHUTE
CpeACTBa. :

4.2 J[losuposxa u HAYHH HA NPAJIOXKeHHAES

Jo3apoBka

TenecHoTo Terno Ha MalMeHTa NPEAH NEYEHHETO TPAOBA fa GhIe ONpEAeseHO, 3a A C& HITHCIH
HpaBdJIHATA DO02a.

TouHocTTa Ha Ao3Mpane ce NofodpABa, ako amukauud 2,5 mg / ml, 5 mg/ ml n 10 mg / ml pasteop 3a
uAdy3M ce Npinara ¢ HHQY3MOHHA oMITA.

3a na ce n3derne npeaosnpane, ocoGeHo npH Aeua, Tpabea Aa ce H3bepe HaH-MOAXOAAIATA HATHYHA
KOHHEHTPALMA.,

MOHHTOEHQ&H& HA JEKADCTBEHATA KOHNCHTPALHA

Coerosnneto Ha 6u6peunara GyHKUEA TpsabBa Na 6bae onpeaesieHo Ypes HIMEPBAHE Ha
KOHLEHTPallHATa HA CEPYMHNSA KPEATHHHH HIIH H34HC/IABaHE Ha KIHPBHHCA HA CHAOI'€HHHA KPEeaTHHHH.
OnpenenaHero 3a Ta3u Uen Ha KpbBHATa asot ypes (BUN) e no-mManko Hagexano. [lepuoanaso no
BpeMe Ha JieqenHeTo TpabBa Aa ce NpaBM mpeoleHka Ha 6n6peyunaTa pyHKIM.

Koraro e Be3MosHo, TpA6Ba N1a ce H3MEPBAT KOHLCHTPAIIHHTE HA AMHMKAlHH B CEPYMA, 34 J1a ce
OCHTYDAT a/ISKBAaTHH, HO HE [IPEKOMEpPHH HUBA, JKenaTenHO & NepHOAHYHO, IO BPeME Ha JICUCHHETO
Jia e H3MEPBaT KAKTO BbPXOBHTE, TaKa H Haii-HHCKHMTE CEPYMHH KOHLIEHTPALMH.

Buvpxosu koHnenTpauuu (30-90 MUHYTH Clie HEKEKUHS) Hax 35 meg/mL u Hali-HUCKH
KOHUCHTpPalMH (HEMOCPEACTBEHO NPEMH crepawiara Ao3a) Han 10 meg/mL Tpabga aa ce u3GaArear.
HosupoBkara TpaGea Na ce KOPHTHPa CIIOpe]] NOKA3AHUSTA.




[Ipy naupeHTH ¢ HopmanHa 6u6peuHa GyHkuma, Moxe 1a ce H3ION3BA AO3HPaHE eHH ITET JHEBHO; B
TAKHBa CITy"aH BBPXOBHTE KOHLIEHTPAIMY MOTAT Ja HaJBHIIABAT 35 MUKporpaMa/ml,
MOHHTOPHPaHETO Ha NIA3MERHTE KOHIEHTPALHH € CHIHO NPENOPBYHTEHO IPH MALMEHTH C
OBuOpeuHO yBpexaaHe.

[IpOXBDKMTETHOCT Ha JISYEHHETO
Obwara NpoALIKHATENTHOCT Ha TeueHHeTo Tpabea aa Gbae orpanadena ot 7 a0 10 aHu, B 3aBHCHMOCT
OT TEKECTTa Ha HHpekumaTa. [IpH TeXKH M yCIOXKHEHH HH(EKIHH, NIPH KOHTO JIEYEHUETO ¢
aMMKalMH HazsrAmiasa 10 oy, TpaGea fa ce npelieHH Nany IEUEHHETO Aa NPOABIDKH, Thil KATO
€BeHTYATHOTO NPOARDKABAHE Ha JISYCHHETO H3HCKBA JOITRIHHTENHO 3 ¢ NPOC/IendBaT CepyMHHTE
HHMBA Ha aMHKaLHH, OnOpevHaTa, CITyX0BaTa H BeCTHOYNIApHATa (byHKIHH.

Haunenrure ¢ MUK, IPHMMHEHH OT YYBCTBHTETHH MUKpoGH, TpAOBA 1A CE TIOBJIHAST OT
TepanuATa B paMkHTe Ha 24 no 48 4aca ¢ npenopruanus ao30e pexuM. Korato He ce Habmiogasa
OMNpenesieH KTHHAYEH OTrOBOP B pAMKHTE Ha TPH IO NET JHH, TepanuiaTa TpadBa fa Obae
MPEYCTaHOBEHA H J1a ¢ NNPOBEPH OTHOBO aHTHOHMOTHUHATA YyBCTBHTE/IHOCT HA BBHIIHHA OPTAaHAZEM.
HeycnexsT Ha TepamiaTa MOXE A2 €€ Jh/DKH HA PE3UCTEHTHOCT Ha OPraHH3Ma HWIH Ha HAMMYHETO Ha
CENTHYHH OTHHLIA, H3HCKBAIH XUPYPrHYHO APEHHPAHE.

ManuenTH ¢ HopMaaHa ObOpeuna Ppynxnus (KpeaATHHHHOB KNApbHC > 50 ml/min)

Bue3pacTuy, rosomuu nena van 12 roauwuu (¢ TenecHo Terao Hag 33 kg):

[IpenoprunTEIHATa HHTPABSHO3HA J1032 33 BH3PACTHH H FOHOWH ¢ HOpMaHa ObOpeuna dyuxuua
(xpeatnHnHOB KanpHHE > 50 mY/min) e 15 mg/kg TenecHo Terno Ha IeH, KOATO MOXe 1ja ¢ Ipuiara
KaTO eJHOKpATHA THEBHA 034 WK Aa Onlie pasaencHa B 2 paBHH npueMa, T.e. 7,5 mg/kg TenecHo

TET10 Ha BCeKH 12 waca.

Obmara nHerHa fo3a He TpAGBa Na Haabumasa 1,5 g. [Tpu engoxapaut U npu heGpuaHu naleHTH ¢
HeyTponeHHs No3upaHeTo Tpabea Aa 6bae NBa METH AHCBHO, Thil KATO JIHIICBAT ACCTATHYHO JaHHH B
NoAKpena Ha €AHOKPaTHOTO JHEBHO AO3MpaHe.

Kopmauera, Manku geua v neua (o1 4 cenmuny 10 12 roaMHH):

[TpenoprunTenHata MHTpaBeHO3Ha 1034 (pH 6aBHa MHTPABEHO3HA MH(Y3HA) IPH JEUa ¢ HOpMATHA
616peuna dpynknaa e 15-20 mg/kg TT/aen, xoaro Moxe aa ce mpuwioxu karo 15-20 mg/kg TT eaun
0bT AHEBHO Wik Kato 7,5 mg/kg TT va Bcexn 12 yaca. [Ipn engoxapauT 1 npH $heGpuTHE NaLHeHTH ¢
HEYTPONEHH AO3HpaHeTo TpAORa Aa Obe NBa MLTH JHEBHO, ThHil KATO JHIICBAT JOCTATHYHO JAHHH B
MOAKpea Ha €AHOKPATHOTO AHEBHO J03HpaHe.

Hosoponenn:
TIspBonayanna Hatorapeama noza ot 10 mg/kg TT, nocneaeana ot 7,5 mg/kg TT ua scexku 12 yaca

{Bx. Touxkn 4.4 u 5.2).

Henonocenu 6ebera
IlpenoprunTentara nosa npy HenokoceHn bebera e 7,5 mg/kg TT Ha Beekn 12 uaca

{Bx. Touku 4.4 u 5.2).

Hudysnonnn obemu npu nauneHT! ¢ HopMaiHa Os0peyuHa QyHKuUHA:

033 mg Ha kg TeJecHo Terao

| TenecHo Terno

AMHKauHH 2,5 mg / ml (100 ml = 250 mg)

25k |5kg [ 10k [12,5kgROkgPOkgdOkg 50kg 60kg (70 kg A&w g
g g LN
AMHKAIIMH / o
B mg/kg TT | 5 =
7.5 7,50 | 15,0 |30,0 B7,50 [60,00(90,00(120,00 [150,0 (180,00 210,00 190
0 0 0 \ .
A . e~ &/
5 e/




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

0 0 0 0 0 0

20 20,0 | 40,0 | 80,0 (100,00 |160,0 240,0 320,00 400,0 480,00 560,00
0 0 0 0 1] 0
TenecHo Terno

Amukanus 5 mg / ml (100 ml = 500 mg)
2,5k |5kg |10k [12,5kgPO0kgPOkgHOkg BOkgl60 kg [70 kg

g g
IAMHKALIMH
B mg/kg TT
7.5 3,75 | 7,50 (15,0 (18,75 (B0,0045,0060,00 (75,00190,00 (105,00 ml
0
15 7,50 | 15,0 |30,0 [37,50 [60,00190,00(120,00 |150,0(180,00 210,00
0 0 0
20 10,0 | 20,0 | 40,0 150,00 [80,00 (120,0(160,00 200,0 240,00 280,00
0 0 0 0 0

TenecHo Terno
AmuKaups 10 mg / ml (100 ml = 1 000 mg)
25k [5kg |10k [12,5kgROkgPB0kgdOkg [S0kg60kg [70kg

2 g
AMHKaLHH
B mg'kg TT
7.5 1,88 |3,75 {750 9,38 1150022,5030,00 [37,50 45,00 152,50 m]
15 3,75 [ 7,50 | 15,0 |18,75 130,00 45,00/60,00 [75,0090,00 (105,00

0
20 500 (10,0 {20,0 PR5,00 40,00/60,00(80,00 [100,0120,00 (140,00
0 0 )

Makcumanna AHEBHA 1032
OOGara AHeBHA J03a N0 BCHYKH METHIIA HAa NPWIOKEHHE He TpsibBa Aa Haaemmaea 15-20 mg / kg TT

/ new.

Topaan M3HCKBAHETO 3a KOPHTHPAHE HA J03aTa BEOHBXK JHEBHO JO3MPOBKATA HA aMHKALMH He Ce
Npenopbysa 3a NalHEHTH ¢ oTciabeH HMyHHTET, GB0peuHa HeAOCTATBYHOCT, MYKOBHCLHI032, ACLHT,
NauMeHTH ¢ oOIHPHY M3rapsHusa (noseve oT 20% OT KOXkata), MALMEHTH B HANPEIHANA BB3PACT U
npu GPEMEHHOCT.

lannenTn ¢ yBpeaena ubpeuna dynkuns (kpeaTunnnos KAEPHAC < 50 ml/min)

EnHOKpaTHOTO AHEBHO MPHJIOKEHHE HA AMHKALMH HE CE IIPENOphLUBA MPH TIALMEHTH ¢ HAPYIIEHHs Ha
616peunaTa hyHKUMA (KPEATHHHHOB KIHPEHC < 50 ml/min), Tif kaTo Tesu naupenTn me 6paa1 ¢
NPOTPaxHpaHa €KCIOHLIMA Ha BHCOKH MWHHMATHH KOHLISHTPAHH. BIDKTE MO-10/Iy KOpEKUHATa Ha
J034Ta IPH NALKEHTH ¢ yBpeAeHa 6u0peyna pyHKIMHA.

Tlpu nanuenTH ¢ yBpeaena 6b0peyHa QYHKIMA, KOKTO NOTy4aBaT 0GHUANHO ABYKPATHO WIH
TPHUKPATHO AHCBHO JO3HpPaHe, KOMATO € BE3MOKHO CNeABa 4a ¢e MOHHTOPHDAT CCPYMHHTC
KOHLEHTPALMH Ha aMUKALMH 9pe3 MOAXOAAL METOA 3a anaiu3. J{osute TpabBa aa ce KopHTHp:

HHTEPBAJIH OT BPEME WITH 4pe3 NpHIIaraHe HA HAMAJIEHH JO3M Tpe3 QBKCHPAHH MHTepByAniH Bpeme
3a fa ce H30erne HATPyNBaKE HA AMHKALIMH. 5" drop s




nauMeHTy ¢ HamaneHa 6p0peuna ¢yHkuma. Te3u cxemH Ha Ao3upane TpsAOBa Ja ce H3NOM3BAT NpH
BHHMATENHO 1abopaTopHO H KITHHHIHO HabMIOAeHHE Ha NIALMEHTA M CJIeABA A4 Ce POMEHAT
ChbOTRETHO, BKIIOYHTEIHO H MpH [IpUaraHe Ha AHanHza.

Vovancasane na unmepeana a 003uparne npi HOPMARHY 003U

AKO He pa3noyiarare ¢h¢ CTOHHOCT 33 KpeATHHHHOBHS KJIMPBHC M ChCTOAHHETO HA NALMEHT] e
CTaOHJIHO, HHTEPBATLT HA I03UPAHE B YACORE 33 HOPMAJHA eIMHKMYHA 1034 (T.€. KoATO Gu Guna
NaBaHa HA MALHEHT ¢ HopMaHa On6peuna GyHKIMA NpH cXeMa JBa ITBTH AHEBHO, 7,5 mg/kg) ce
M3YHCIABA KATO § METH CEPYMHOTO HHBO HA KPEATHHHHA. AKO, HanipUMep, KOHLEHTPALMATA HA
KpeaTrHuHa € 2 mg/100 ml, ToraBa npenopLUKTENHATa HHAMBHAYAIHA eAMHAYHA 1034 (7,5 mg/kg
TEJIECHO TerNO) TpADBa A ce npunara Ha Beekd 2 X 9 = 18 waca.

Hamanseane na 003ama npu HOpMaHy uvmepsanu Ha O03upane

Axo0 HAM2 Ha Pa3TI0NOKEHHE METOIH 3 AHAJIH3 HA CEPYMA, 4 CHCTOSHUETO HA MALMEHTA € CTabKITHO,
CTOHHOCTHTE Ha CEPYMHHA KPEaTHHHH M KPEaTHHUHOBHS KJIHPBHC ¢a Hal-NOCTHITHUTE MOKA3ATENH 34
CTeleHTa Ha GBEOPEUHOTO YBpEKIaHE, KOMTO Ja GBIAT H3NON3BAHM KATO YKA3aHHE 38 JO3HPOBKATA.
IIpu nanmenTH ¢ XpoHHYHa OLOpeYHa HEAOCTATHYHOCT M M3BECTEH KPEATHHHHOB KIHPHHC,
HaToBapBallaTa qo3a ¢ aMukanul 7,5 mg/'kg tenecno temio. [loagspakamara nosa, Aasana npes
MHTepBaNH oT 12 yaca, Tpabsa na ce HamMalH NMPONOPLUHOHANHO HA HAMAIARAHETO HA KPEATHHMHOBMA
KIMPBHC Ha TIALHEHTA B ¢¢ H3UHCIARa no GopMyaTa:

KpeaTHHMHOB KITHPBHC rexym [1)/min]
HaMalleHa 033 aMHKalluH= X W34YHMC/IEHa HaToBapBama xoza [mg]
KPSaTHHHHOB KINPBHCaopuznes [1/min] AMHKALIHH

Karo ynbTBaHe MOXKeTe 1a H3NON3BaTe CTOMHOCTHTE, aIEHH B Clie/BaniaTa Tabmua

Kpearuannor JIHeBHa N03a aMHKAIHH Jo3a aMukalMH Ha 12 gaca 3a
KJTAPBHC nareHT cbe 70 kg TenecHo Terno
[ml/min] [mg/kg TenecHo Terno Ha fieH) [mg]

50 - 59 54 - 64 186 - 224

40 - 49 42 - 54 147 - 186

30 - 39 32 - 42 112 - 147

20 - 29 2,1 - 31 77 - 112

15 - 19 1,6 — 20 56 — 77

Fopuute cxemu Ha Jo3MpaHe He Ca [IpeTHA3HAYEHH 34 HETHPIIALIM IPOMEHH NPENOPhKH, & NO-CKOPO
Ce AABAT KaTO HACOKH 3a JI03HPAHE, KOraTo HAMa YCMOBHA 3a H3MEPBAaHe HHBATA Ha aMUKALIMH.
AnrepHatuBed rpy6 MeToq, 33 ONpeAenAHEe HA HAMAJICHATA 032 [PH JBAHAZECET YaCOBH HHTEPBAIIM
{32 MALKEHTH, YUHTO PABHOBECHH CTOHHOCTH Ha CEPYMHHA KPEaTHHHH He Ca M3BECTHH) € 14 ce
pazlieNni HOPMaNHO NPETIOPEYHTEHATA A034 HA CCPYMHHA KPSaTHHUH HA MalHeHTa.

HQ[Q‘IEHTH Ha XEMOAHANIM3a WIH NEPHTCHCANHA NHAIH3a

[NauuenTn npoBeXaaIM XEMOAHAIH3A HWIH [IEPHTOHEAITHA AHATM3A, TOMYYABAT 034, HAMOJOBHHA HA
HOPMAJIHATA, B Kpas HA JHAJTH3HATA [IpoLeypa.

[aneHTH Ha XeMOHAIHM3a HITH NIEPUTOHEATHA AHAM3A MOXKe Aa TpsOBa Aa NoyyasaT NpoMeHeHa
A03a amukanpi. B To3u ciryyad Bammuar nekap iie ce yBep#, 4¢ € npeanHcana npasHil
nosza.

JIpyTH CenMaTHE IPYIH NalHeHTH



ITarmeHTH B HANpETHATA BBIPACT.
[NaumeHTHTE B HANpETHAA BB3PACT MOKE Ja Ce HYXKAAAT OT N0-HUCKH A03H AMHKALWH, B CPABHEHHE

¢ [O-MNa/IHTE NAUMEHTH, 3a /12 C€ TIOCTHIHAT TePaneBTHYHH IUla3MeHH koHueHTpanuH. Koraro e
BB3MOXKHO, 1€ ¢¢ OLieHH BamaTa 6u6peuna dyrkuus u Bantara no3a me ce KOpUTHpa, ako TOBa €
Heo0XOAMMO,

ITanWeHTH ¢ TEKKO 3aTABCTIRAHE
AMHKAIMHET ¢ pasnpocTpaHsasa cnalo B MacTHATE THKAH

3a mauMeHTH ChC 3aTABCTABAHE C& MPENopHYBEa A ¢¢ H3UHC/IH J103aTa Ha 6a3aTa Ha KOPHTHPAHO
Terno.

QopMyna 3a H3YHCIIIBAHE Ha TETTIOTO, KOATO TpaOBa na ce HMa mpeABHA, 3a A4 Ce ONpenelH A034Ta
MpH NAlHEHTH cbe 3aTnncTaBade (P1):

P1=PI+(PA-P))x 0.4

PI = uneanno rerno

PA = TeKkymo terno

MakcraMannarta fo3a ot 1,5 g Ha ieH He TpaOBa Ia ce HaABMLIABA.

TlaumeHTH ¢ BOJA B KOpEMa
Moske na ce nasar no-BHCOKH JO3H, 33 /1A ce MOIyYAT aAeKBaTHH HHBA B KPBBTA.

HaumwenTH ¢ acuur
TanBa Ja CC MNPHAArar ro-BHCOKH 03K, 2a 1A ¢e NOCTUHIHAT agcKBaTHH CEPYMHH ROI-[I.leHTpal.I}lI{,

KaTo ceé HMa NpeABU] OTHOCUTEIIHO MO-TONAMOTO pasfipeacicHHe B H3BBFHIVICTPYHATA TEYHOCT.

Hawnn Ha npanoxenne

Hurparenosna ynorpeba.
[IpenoprunTenHaTa MpoAbKHTENHOCT Ha eHA HH(Y3HA NPH BB3pacTHH € 30 MHHYTH, HO MOXe Ja

TPOABIKH A0 60 MUHYTH.
TIpn neMaTpHYHH NIAUHEHTH € HOPMAJIHO Pa3TBOPET Aa ce HH(y3upa 3a uaTepsai ot 30 a0 60
MHHYTH. HorOpOoaeBnTe TpaOBa na nomyyaear uadyzuara 3a 1 go 2 yaca.

Tosa ¢ rotosa 3a ynorpeba dgopma, KoATO He TpAOBa Na ce paspexa NpeH NPHIATAHE H KOATO €
camo 3a eJHOKpaTHa ynorpe0a.

4.3 IlpoTnBomOKA3ARHS

- CBpBEXUYBCTBHTENHOCT KbM aMHKAIHH WIH APYTH aMAHOTIHKOZH/H WIH KbM HAKOE OT
ITOMOLIHUTE BEIECTRA, H30POoEeHH B Touka 6.1.

- AHaMHe3a 3a CBPbXYYBCTBHTEIIHOCT WIIH CEPHO3HH TOKCHYHH PEaKIHH KEM aMHHOTTIHKO3HAH
MOJKE 1 HATIPABAT MPOTHBOMOKAZAHO NPHIMKEHHETO HA BCAKAKEH AMHHOTTTHKO3HAM, IOPaIH
H3BECTHATA KPBCTOCAHA MyBCTBHTETHOCT HA NAIHEHTHTE KEM JIEKAPCTBATA OT TO3H KJIAC.

44 Cnenpanag npeAynpexIeARs H npeua3Hy MEPKH npn ynorTpeda

TpabBa Ja ce BHUMaBa TIpH NPIIaraHe Ha MAUHEHTH ¢
¢ 0On0peqHO yBpeKAaHE;
*  yBpeKJaHe Ha CIyXa WIH BECTHOYapHHA anapar;
®  HEPBHOMYCKYJHH 3a00JIABaHHs (Hanp. MHACTEHHS I'PaBHC, TAPKHHCOHH3BM, THi KaTO
MYCKyJiHaTa cnabocT MOXKeE fia ce YCHIH Nopaii NOTEHUMATIHMA Kypape-nogoGen
AMHHOMIHKO3HANTE BHPXY HEBPOMYCKYJTHHTE CHHATICH) M .
®  TE3M, KOHTO ca JIEKYBaHH ¢ APYr AMHHOTTIHKO3H/ HELIOCPEACTBEHO NPEAn

[TauHeHTH, IEKYBaHH ¢ NapeHTEPAIHH AMHHOTJTHKO3HIH, TPAGRa Aa GbaaT Mo He
KIITHHHYHO Haﬁmone}me, ThH KaTO ChIOCCTBYBA NOTCHUHAI 34 OTOTOKCHYHOCT H HE
CBBP3aHH ¢ TAXHATA YNOTpeOa.



TokcHUIHHTe e)eKTH HA AMHHOTJIBKO3HAHTE, BRANYHTENHO AMHKALHH, ¢3 II0-YeCTH NpH
NanHenTH ¢ OuOpeann yBpexAaHHSA, K0 Ce NPEIATAT BHCOKH J03H H AKO0 CE YABIKHA
OpOIL/LKHTE/HOCTTA HA JeTeHHETO,

He e ycranoseHa GesomacHOCTTa Py NEUeHHe 3a NEPHOAM, NO-TBArH oT 14 mHu.
Hpyra dakTopH, KOWTO YBe/IHYABAT PHCKA OT AMHHOTJIHKO3H/IHA TOKCHMHOCT, BITIOUBAT
HanpeaHanaTa BB3pACT H ASXHAPATALHATA.

Hespo/oToToKkcnunRocT

HesporoxcnunocT, npoassaBawma ce ¢ BecTuly/apHa H/HIH OuiaTepaiHa CIIyXOBa OTOTOKCHYHOCT,
MOJKE 1a Ce pa3BHeE [IPH MAUMCHTH, JEKYBaHH C AMMHOTTIMKO3MAH. PHCKBT OT HHAYLMpaHa OT
AMHHOT/IHKO3H/IH OTOTOKCHYHOCT € MO-TOMAM NpH MALMEeHTH ¢ yBpeneHa 6u0peuna GyHKIMA, WH
NpH Te3M, MPH KOHTO JIEYEHHETO NPO/IbIDKABA NOBEYe OT 5-7 HH, JOPH H NPH 3APaBH NaLHEHTH.
Haii-nanpes o6MKHOBEHO ¢e pa3BHBa BUCOKO-YECTOTHA TIIYXOTA, KOSTO MOXKe Aa Gbjie YCTAHOBEHA ¢
ayIHOMETPHYHO H3CiIeABaHe. MoxKke /1a Ce pasBue BepTHTO, KoeTo Aa OBAe N0Ka3aTelICTRO 32
BecTHOYNapHO yBpexaaHe. JIpyrH nMposBr Ha HEBPOTOKCHUHOCT MOXKE Aa BKIIOUBAT H3TPHIBAHE,
MpaBy4KaHe [0 KOKaTa, MyCKY/IHH NIOTPENBaHHA H I'bPYOBE.

[laneHTHTE, KOMTO Pa3BHBAT KOXJIEAPHO KM BECTHUOYIAPHO yBpeskAaHe, MOXE A3 HAMAT CHMITTOMH
M0 BpEME Ha JICUEHHETO, KOKTO Ja MM NPeAyNpekAaBaT 3a PA3BHTHETO HA TOKCHYHOCT HA OCMHS
YEpEeNMHO-MO3BYUCH HEpB, a 0011a WM YacTHYHA HeoOpaTHMa JByCTpaHHA IITyX0Ta WIH
HHBATHIH3MPALLO BEPTHTO MOXE /a Ce pa3Bie clie]] KaTo JIeYeHHeTo e npekpareHo. Binkre cuiio
Touka 4.8.

HnmyumpasaTa oT aMHHOMTHKO3HAM OTOTOKCHYHOCT € OCHKHOBEHO HeoGpaTHMA.

HeBpoMyckyaHEa TOKCHYHOCT

3a HeBpoMycKyfHa GnoKafa M AHXATENHA Napanusa ce cho01asa Cael NapesTepanHo HEKEKTHPaHE,
JIOKAIHO NPHIOKEHHE (KATO OPTONEIHYHO Wi a0A0MHHANHO NPHICKEHHNE WITH JIOKATHO JIeYeHHe Ha
€MIIHEM), H CJIe]] IEPOPATHO PHIOKEHHE H3 AMHHOTTIHKO3HIH.

BrsmoskHOCTTa 32 pecnpaTopHa napannsa TpsbBa Aa ce HMa NpeABU, AKO aMHHOITIHKO3HANTE Ce
NpHiIAraT, Mo KOHTO H Ja € MbT Ha NPHICKEHHE, 0COOEHO NPH NMALHEHTH, KOHTO MOTyY4BaT
CBIPOBOMIALIO NEKAPCTBEHH TIPOIYKTH, KOKTO CBHUIO IPHIHHABAT MyCKYJIHa Onokazaa.

Brokre ¢bino Touka 4.5.

AKO ce pa3sBHE HEBPOMYCKYJIHA OITOKAza, KAJUHEBUTE COJIM Ca B ChCTOAHHE (A BH3CTAHOBAT
CHCTOAHHETO NPH JMXaTelHa Napali3a, HO MOXKeE Ja ce HAJIOKH MEXaHHYHO aCHCTHPAHO AHIIaHe.
Hespomyckynnara Gnoxaza u MycKysTHaTa napanusa ca HabmogasaHy npH J1aG0paTOPHH JKMBOTHH,
KOHTO MOTy4aBaT BHCOKM JIO3H aMUKALIHH.

B16peuna TokcHYHOCT
AMHHOITMKO3HJIMTE Ca NOTEHLHANHO HedpoToKcHUHHE. BEOpeunaTa TOKCHUHOCT € HE3aBUCHMA OT
MHKOBATA Ia3MeNa koHuenTpaina (Cmax). PHCKBT 0T HePOTOKCHYHOCT € TIO-TOJIAM MPH MAIMEHTH
¢ yBpeaena 650peyna GyHKUAA W NPH TE3W, KOUTO NOMYYABAT BUCOKH 03H, HIIH TIPH KOHTO
JISYEHHETO € MPONBIKHTEIHO.

[NaumenTare Tpadea aa 6BAT NoGpe XMUApaTHPaHH [0 BPEME Ha JcucHHe, a 6b6peunara uM PyHKIAL
Ja ce OLeHABa ¢ 00H4aiHUTE METONH NPEAM 3aNOYBAHE HA ICYEHHE W ©XKEAHEBHO B X01a Ha
nevennero. Bipkre Toyka 4.2,

HresHATE N03K TPAGBa Aa GbIAT HAMANEHH H/WIHM HHTEPEATBT MEXKIY J03MTE Tpabea Aa Gbie
YABIKEH, B CITy4aii Ha NpH3HALK Ha HapymieHa 6p0peuna $yHKmmg, Karo: ITHHAPYPUS, HATHYHE Ha
NCBKOLMTH HAH CPHTPOLMTH, ANCYMHHYpHS, HAMaNSBaHe HA KPEATHHHHOBHA KIMPBHC, HAMAJICHO
OTHOCHTEJTHO TETJIO, XHIEPa30TeMHA, MOBHILEHO a30THO ChIABPXKAHUE B KPHBTA, MOBHINABAHE HA
CEpYMHHA KPERTHHHH U onurypra. Jleueruero Tpabea na O npeycTaHOBEHO, Ko a30TeMusTa
HapacTRa Wil ako 06eMBT Ha YpHHATA TIOCTENEHHO HAMAJLABA.




MonuTopapane Ha DANHEHTA

Br6pednara QyHKUMA H Tasy HA OCMEA YEPENHO-MOIbYEH HepB TpalBa 1a ObJaT HENpeKbCHATO
HaboAaBaHH, 0co0€HO NpPH MAlHEHTH ¢ W3BECTHO WIN NOA03MpaHo G5OpedHo yBpexIane Ipu
3aM0YBAHE HA SICYEHHETO, & CBINO H TIPH Te3H ¢ 6b0peuHa GyHKUMA, KOATO ITLPBOHAYANHO €
HOpMaJlHa, HO 10 BPeMe Ha JICUEHHETO Pa3BHBaT MpoABH Ha Ou6peuna auchyHKIMA. CepyMHHTE
KOHIIEHTpaLMH HA AMHKALHH TpA0Ba fa 6bAaT MOHHTOPUPAHH, KOFaTO € BB3MOXHO, 34 14 C€ OCHIYPST
afieKBATHH HHBA H Ja Ce H3berHaT NOoTeHUMAaHO TOKCHYHH HuBa. Y pHHATa TpabBa Aa ce wicheapa 3a
HAMAABAHE Ha CIC(HIHOTO TENIO, MOBHILEHA SKCKPELHa Ha NPOTEHHH H HANMYHE HA KIETKH MK
ceinMeHT. KpbBeH YPeeH asor, cepyMeH KpeaTHHHH HIIH KPeaTHHHHOB KITHPBHC TpAbBa Na ce
uscnensart nepuoauHo. TpaGea Ja ce NpapdT cepHiHE Ay AHOTPAMH, KOTATO € B3MOXHO, TIPH
MalHeHTH, A0CTaTHYHO BL3PACTHH, 3 A2 OBIAT H3CIEABaHH, 0COOEHO TE3H ¢ BHCOK PHCK.
HokasarencTrara 3a OTOTOKCHUYHOCT (3aMaiiBaHe, BEPTHIO, IIYM B YILWTE, KbHTEXK B YILHTE H 3aryba
Ha CITyXa) WK He(POTOKCHYHOCT HANAraT NpeKpaTsBaHe Ha JIEYEHUETO WIN KOPHIHpaHe Ha J03aTa.
Busxre Touka 4.8.

Jlewenmero ¢ ampkantun Tpabea 1a Gb/e CIPAHO, KO CE PA3BHIT TUHHTYC WiK cyOeKTHEHA 3aryba Ha
CITyXa WK aKO KOHTPOJIHUTE ayJHOTPaMH NOKAKAT 3HAYHMA 3ary0a Ha BHCOKOYECTOTHHA OTrOBOP.

Kakro u nipu ocTananHTe aHTHOHOTHLY, ynoTpeGaTa Ha AMHKALMH MOXe 8 J0Bee A0 CBPBXPacTexR
Ha HEMYBCTBMTEIHH MMKDOOPTaHH3MH. AKO Ce CJTy9H TOBa, TpaOBa Ja ce 3amouse NoAXona1o
JIUeHHE,

JlokanHo MpUIoJKEHHTE KATO YacT OT ONEPATHBHA NPOLEAYPa AMHHOTIMKO3MAH ce abcopbupar Gbp3o
U [IOYTH HAIBJIHO (¢ H3KIIOYEHNE HA MUKOYHUA Mexyp). ChobliaBa ce 3a pasBHTHE Ha HeoOpaTHMa
TITyX0Ta, 6p0peyHa HEAOCTATBYHOCT H CMBPT NOPaJH HEPBHOMYCKY/HA OIIOKAAa BBE BPB3KA ¢
NIPOMHBAHE Ha ONEPATHBHOTO MOJE ¢ AMUHOMHMKO3MAHH NpenapaTH (HE3aBHCHMO OT CTENeHTa).

3a MaKynapHO HH(papLHpane, OHAKOra BOASIIO A0 NOCTOAHHA 3aryba Ha 3peHHe, ce crobmasa cnea
HHTPABHTPEO3HO NPHIOXKEHHE (MIDKEKTHpPaHe B OKOTO) HA aMEKaIHH.

IlanpeHTH B HanpeaHaNa BbL3pacT

TlaupieHTHTE B HaNpeHANA BH3PACT MOME 112 HMAT HaMalena 6p6peyuna QYHKIHA, KOETO /A3 He ce
OTHMMTA NPH PYTHHHH CKPHHHHI H3CIIEABAHHA, KaTO a30THO CHALPKAHHE B KPbBTa WIH CEPYMEH
kpeatHHEH. Ilonesno Moke na 6bae oNpesenaHeTo Ha KPCATHHHHOBIS KAHPBHC. MoHHTOpHpaneTo
Ha 6p0peunara GyHKUMA IpH NALMEHTH B HATIPEHANA BH3PAcT, NPH JICUeHHE C AMHHOTTIMKO3HIH, €
0CODEHO BAKHO.

AMHHOTIHKO3HAKTE TPAOBA Na ce H3MON3BAT BHUMATEIHO NPH HEAOHOCEHH M HOBopoaenH Gebera,
nopaay HespeauTe GLOPELM NPH TE3H NALHEHTH, KOSTO BOIH 10 YARDKABAHE Ha CEPYMHMA
TIONY>KHBOT HA TE3M MEIMKAMEHTH.

CoenHanuy npeynpesaeHHs/ IpeIIazHi MEPKH OTHOCHO NOMOIMHHTE BElleCTRa
Tozu nexapcreen npoaykT cbabprka 354 mg Harpuii Ha 100 ml, koero ce pasusasa Ha 17,7% ot
npenopeyanaTa o C30 MakcHMaNHA JHEBHA 4034 OT 2 g HATPHIA 3a BH3PACTEH,

Iopnuarane Ha pe3yaraTure oT nabopaTopHu K3cieaBaHK

AHAJTH3LT Ha CEPYMHHA KPEATHHHH MOXE J1a nokaxe (paNIMBO MONOKHTEIHH CTOHHOCTH, KOTAaTO
CBIIPOBOXKAAIIO C& NPHAAraT nedalocHOPHHH.

B3aMMHOTO HHAKTHBHpaHE Ha AMHKALHH M 6eTa-N1aKTAMHH aHTHOHOTHLM MOKE /12 IPOABIDKH B
npobn (Harp. cepyM, HepeGpoCIIHHANHA TEYHOCT H JIp.), KOUTO CA BICTH 33 aHAJH3 HA
AMMHOTTIMKOZHIH H TOBA 1Il¢ K0BEAE IO HEeBepHH pesynTard. [Topaau ToBa npobute Tpadea na Gwaar
HJIH AHATH3IHPaHH He3a0aBHO CIea BIEMAHETO HM, HIIM J4 Ce [OCTABAT B XIAJHIHHK, KIH ITbK GeTa-
NaKTaMHUTe aHTHOHOTHIW Aa OBAAT HHAKTHBHpaHK Ype3 NobaBaHe Ha Gera-nakramasa.
HHakTHBHpaHETO HAa BMHHOTTTHKOHANTE € KIMHWYHO 3HAYHMO CaMO NPH MAIHEHTH

yBpeneHa os6peuna QyHkums.




4.5 BsanmopjeiicTBHe ¢ APYTH JeKAPCTBeHH OPOAYKTH H APYTH (JOPMHA BA B3IAHEMOJeHCTBHE

bera-nakTaMAB ARTEOHOTHYIHA JEKAPCTBA

Moxe Aa MMa HaMaJICHHE¢ Ha CCPYMHATA AKTHBHOCT, KOTaTO aMHHOLIHKO3IH], FLTH MGHOTI{K oT
HEHHLMJIMHOBATA TPYTIA C¢ NPHIIAraT eAHOBPEMEHHO C aMUKALMH in VIVO N0 OTASTHH ITETHINA Ha
NPAIOKEHHE.

JApyra ReBpOTOKCHYHH, OTOTOKCHUNE HH He(POTOKCHUNHA BEMECTBa

EnHoBpeMeHHOTO HIH NOCTIeZOBATETHO MPHUIIOKEHHE, KAKTO CHCTEMHOTO, TAKA M TOMHKAJIHO, Ha
APYTH HEBPOTOKCHYHH, OTOTOKCHYHH HH He(pPOTOKCHYHY BEHIECTBA, TPROBa Aa ce H30Araa, nopagu
BB3MOXKHOCTTA 32 a7iMTHBHH e(eKTH.

ToKCHYHOCTTa Ha aMHKaLMHa MOXe J1a OBae yBenuueHa OT ClleHUTE HEBPO WK OTO- W/HITH
He()POTOKCHYHH BELIECTEA:
. Jpyru napenTepanHy aMHHOTJIMKO3HOM (HAMp. KAHAMHIMH, TTAPOMOMHLIMH)
. Apyr aHTHUH(EKIIMO3HH XHMHOTEPaNeBTHLH, HATID.
— Gauprpaums,
—amdborepunuH b,
~uedanocnoprny (Hanp. uedanopuaun),
—BaHKOMMIIMH,
— NOJIMKCHHA (TOMMMAKCHH B, konHcTHH),
— BHOMMIIHH
. CrAbpXAUH NIATHHA UHTOCTATHLH:
-kapbonnaTiH (BB BHCOKH 103H), LKCILIATHH, OKCANMIIATHH (0co6eHO B Ciydai Ha Beve
ChlIecTRYBalla OBOpedHa HENOCTATEYHOCT)
. HmMyHocynpecopx
~ IUKJIOCTIOPHH,
— TaKPOITHCMYC
. BBp30 melicTeaili IHYpEeTHLH, HAMIP.
- typozemua
~ETAKpHHOBA KHCE/TMHA (OTEHUHATHO NPHCBILA OTOTOKCHMHOCT, JOMBJIHHTEMHA TOKCHYHOCT
HA AMMHOIMHMKO3SHAWTE MOXke Ja Obpfe MOBHINEHA NOpajH AexuapaTHpaipd edekT Ha
JHYPETHIHTE H YBETMYCHA KOHLICHTPALMA Ha aMHHOTIIMKO3HMTE B CEPyMa U TEKAHHTE)
. AMHKalHH/MeTOKCHIypaHOBa aHecTe3Hs
AMHHOITHKO3ZHMTE MOTAT Ja YBENHuAT yBpexialuus On0peupte edekt Ha MeTOKCHOMypaH.
KoraTo ce H3M0/13BaT €IHOBPEMEHHO €2 BHE3MOIKHE M3KIIOUHATENTHO TEAKKH HEBPOTIaTHH.

Korato amuxaumH ce koMOBHHpa ¢ MOTEHUMATHO He(PO- MK OTOTOKCHYHO CPEACTBO, KaNALMTETET
3a yyBaHe H Os0peunaTa GyHKUHA TPAGBaA Aa 6BAAT NpOCAEAIBaHH MHOTO BHAMATeNHO. B ciyuaii Ha
eIHOBpeMeHHa ynotpeba ¢ Op30 AelicTBaI AHYpeTHK, Tpabpa Aa ce NpocneaaBa ChCTOSHHETO HA
XHpaTalHA Ha MaLHeHTa.

AMURARUH/ MYCKYIH PERAKCARMU 1 OPY2U 8EU{ECIBA — REGPOMYCKYINU ehexmil

TIpH eAHOBPeMEHHO lIeYeHKe ¢ aMUKALHH H

- HEBPOMYCKyJIHH Giokepu (Halp. CYKLMHAITXONIMH, ASKAMETOHHUIA, ATPaKyPHYM, POYPOHHYM,
BEHKYpPOHHYM),

- roJIEMH KOMHMYeCTBa LUTpaTHA KPEB HiIH

- AHECTETHLIH,
TpabBa fa ce OuaKea, 4e HEPBHOMYCKYIHATA GNIOKaza, NpeAM3BHKAHA OT TE3H ME/IHKAMEHTH,
ILe HApaCHE H MOXE Jia AOBEAE 10 JMXaTeNHa napanisa, =
B ciayuaii Ha xHpypriiHa HaMeca, aHecTe3HONOTHT TpabBa na Ovle ﬂmpopmnp
npuIara TO3H N€KapCTBeH MPOAYKT.
UKEKTHPAHETO HA KAILMEBH COJIH MOXKe 1a IOBeAe A0 OOPATHO passuTHe

- OT aMHHOTJIHKO3SHAH HepBHOMYCKY/IHaTa Ookaza (Bx. To4uka 4.9).




Hapomeranun
WHaoMETaHHBT MOJKE /12 YBETH'H TIa3MEHATA KOHLEHTPALMS HA aMHKALMHA TIPH HOBOPO/CHH.

BucochporaTn

ChinecTByBa NOBUILEH PHCK OT XHIIOKAILIAEMHS, KOTATO AMHHOIJIHKO3HM Ce MPWIaraT 3ae[HO C
6ucdocdonaru.

4.6 @epTHIHTET, OpeMEHAOCT H KbpMeHe

bpemennocm

CriecTBYBAT OrpaHHYesH JaHHH OT YTIOTpe{aTa Ha AMHHOTTIMKO3H/IH [IPH GPEMEHHM JKeHH.
AMHHOTIIMKO3HIHTE MOXE Ja IPHYMHAT YBpeXKIaHe Ha IUI0A2. AMHHOTIMKO3HIHTE NPEMHHABAT [IPE3
MIALEHTATA M HMA J0KIa/IH 33 TOTAJIHA, HeoOpaTuMa, ARYCTpaHHA [IyXOTa NPH Jiella, YMHTO MaliKH ca
MOJIY4aBAIU CTPEIITOMHLMH [10 BpeMe Ha GpeMeHHoCTTa. BBIpekH ye He ca JOKIaBaHH HeXellaHH
eeKTH BBPXY IUTO/Ia HIIH HOBOPOACHHTE NIPH GPEMEHHH JKEHH, JIEKYBAHH ¢ JIPYTH aMHHOMTHKO3HIH,
NOTEHLMAN 32 YBPEXK/aHe CHIIECTBYBA. AKO M0 BpeMe Ha OPeMEHHOCTTA C¢ H3NON3Ba AMHKAIINH HIH
aKo NMalHeHTKATa 3a6peMeHee JOKATO MPHEMa TO3H MEOHKAMEHT, [TAlMeHTKAT2 Tpabea na Ouae
MPELEHEHA 33 NOTEHIIHAIHA OMACHOCT 34 IUIoJA.

Amuxaups 2,5 mg/ml, 5 mg/ml i 10 mg/ml nudysnoneH pazrop He TPAOBa Aa Ce H3MION3EA [0 BpEMe
Ha OpeMeHHOCT, OCBEH aKO KITHHHYHOTO CECTONHUE HA XKEHATA He HAAra JieHeHHe ¢ aMHKALMH, AKO
ce [peLieHy, e NeYEHHETO ¢ AMHKALIBH € HeoOXonuMo, ToBa TpAGBa Ja CTAHE CaMO M0 MEIHLMHCKH
Hamzop (BK. Touka 4.4).

Kopmene

He e u3BeCTHO AaH aMHKALHHBT/METAOONHTHTE My Ce EKCKPETHDAT B YOBEIKOTO Miiko. Tpabea na
C€ B3CME PEIICHHE JallH Aa Ce [PpEYCTaHOBH KBEPMEHETO HIIH Ja €€ HPC}'CTaHOBHfHe Ce [poBEaE
nedeHHeTo ¢ AMHMKauuH 2,5 mg/mi, 5 mg/ml u 10 mg/ml wrgy3HoHeH pa3TBop, KaTo ce B3eMaT
TIPEABUA N0/13aTa OT KEPMEHETO 3a JIETETO H NOM3ATA OT TEPANMSTA 32 KEHATA.

Depmunumen
[Ipy H3NMTBAHHA 32 PENPOIYKTHRHA TOKCHYHOCT [IPH MUILUKH H TITEXOBE He ca AOKIABaHH eeKTH

BEPXY QepTUIHOCTTA.
4.7 EdexTn BLpxXy cnocofHocTTa 32 modnpane u padora ¢ MAMANE
He ca npoBexaany usnuTeaHus 32 edeKTHTE BHPXY criocoOHOCTTa 32 miodupaHe U paboTa ¢ MALIMHH,

B cyuait Ha npunoxenue npu aMOyNaTOpHH NALKEHTH, TPAOBA Jja ce BHHMABa NpH wodHpaHe u
pa6oTa c MANIMHK, NOPaAK B3MOXKHHTE HeKellaH! eeKTH, KATO HAPYLICHHA B PABHOBECHETO (BK.
TouKa 4.8), Thii KaTO Te MOTAT Aa YBPEAAT CocoGHOCTTA Jia ce modupa U paGoTH ¢ MaluuHK.

4.8 HexenaHH JeKAPCTBCHH PEAKEHA

BcH4KH aMHHOITIMKO3KIH HMAT TIOTEHLHATA 12 HHIYIIHPAT OTOTOKCHYHOCT, GLOpeyHa TOKCHHHOCT i
HeBPOMYCKyJHa Gokana. Te3H TOKCHYHOCTH Ce pa3BUBAT 110-4YECTO MPH NALHEHTH ¢ GB6pedHo
YBpexane, ICKyBaHH C APYTH OTOTOKCHYHH WIH HE(PPOTOKCHYHH MEIHKAMEHTH, KAKTO K TPH
NALMEHTH, IEKYBAHH 34 MPOIB/DKHTE/IHE NEPHOIH OT BpEME H/WIH ¢ TI0-BHCOKH JI03H OT
NMPENOPBHYHTENHUTE (BK. TouKa 4.4)..

HexenaHute peakiHy, CHMTaHH TIOHE Bh3MOYKHO CEBLP3aHH C JIEYEHHETO, ¢a H30POSHH No-J0ITy 110
CHCTEMO-OPTaHHU Knacobe M abconoTHa yecToTa.

- MHoro yecTn >1/10 or nexyBaHHTE MAIMEHTH

- YecTH >1/100 go <1/10 ot nekyBaHHTEe NALMEHTH

- Heuecrn >1/1 000 mo <1/100 ot nexyBaHHTe NALHEHTH

- Peaxn >1/10 000 xo <1/1 000 oT AeKyBaHHTE MALKEHTH
- Muoro peakn <1/10 000 oT NEKyBaHHTE MALIHEHTH

- C HewsBECTHA YyecTOTa  OT HATMYHMTE JAHHM He MOXe fa Obe Hanpasena
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3a noBeue NoAPOGHOCTH OTHOCHO HEXKENIAHMTE JIEKAPCTBEHH PeaKiii, HHACKCHPAHH ¢ “*” Wi “ ",
BHOKTE TOUKa 4.8.

Hugpexyuu u unghecmauu:

Heuectn: | CynpauHdexups WIH KOJOHH3AIHA ¢ Pe3HCTEHTHH GAKTEPHH WIH TpomH®

Hapywienua na xpvema u aum@nama cucmema:

Peaku: [ Anemus, eosHHOGIIHS

Hapywenun na umynnama cucmema.

C HeuspecTHa | AHa(MIAKTHYHH peakiH (aHaGWIAKTHIHH PeakuiM, aHaGHIAKTHYECH WOK,
q4ecToTa aHaHNAKTOHAHA PEAKITHA), CBPBEXYYBCTBHTENHOCT, NPOSBH BHXKTE CBHIIO TOYKH
~Hapywenua na xoxcama u nookoxcnama mokan'™ ¥ ,,Ob6wu napyuenun u egpexmu
RQ MACHIOMO HA HPWIONCEHUE™

Hapywenun na memabonuzma u xpanenemo:

Penxn: | Xunomarxeznemus

Hapyuwtenun na nepenama cucmema:

HeuecTn: CpeToRBpTEXK®, BEPTHIO®

Peaku: I'napobonue, napectesxHa®, TpeMOp®, HAPYIICHHE HA PaBHOBECHETO?

C neuspectHa | [Mapanusa®

4ecToTa
Hapyuenun na ovume:

Pepkm: | CnenoraP, ungapkT na pernnara®
Hapywenus na yxomo u rabupunma:

Penxu: THHMTYC?, XMO0AKY3IHG®

C vemspectHa | I'myxora? HeBpoceTHBHaA rityxora®
YECTOTa:

Cwooeu napviuenua:

Penxu: | Xunotersus

Pecnupamopny, 2peOny 1t MEOUACHTUHANHY HAPYIICHUA.

C Hem3BecTHa | AnHes, OpOHXOCTIAZBM
qeCTOTAa!:

Meuoro penxu: | Juxarenna napanuza’ (H3onHpaHy Cydan)

CroMauno-4pesnit HapYuieHua.

Heuectn: l'anene, nosprinane

Hapywenun na xojcama u nOOKONCHAMA MbKaH.

Hevecmu: O6pus

Peaxu: Copbex, yprHKapHa

Hapywenun na MycKkynHo-ckeaemuama cucmema i CbeOURUMERHAama MeKaK.
Penxu: Aprpanrss, MyCKYJIHO NIOTpENBaHe

Hapywenun na 6v6peyume u nuxounume nommya;

Heuectn: Yapexxpane Ha 6p0peunure TY6YIH

C HemsBectHa | Octpa 6u0peuHa HENOCTATHYHOCT, TOKCHYHA HE(PONIATHA, KIIETKH B YpPHHATA
4eCTOoTa:
Peaxu: Onurypus®, IOBHIICH KPEATHHHH B KPBBTA®, aI0YMBHYpHS®, 30TeMHus’,
€PHTPOLMTH B YPHHATA®, JIGKBOLIUTH B ypHHATa®

Obwu Hapyuienua u epexniu Ha MACMONIO HA NPUIONCEHUE:
Penku: IMupexcus
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Hndopmaiind 3a KOHKpeTHH HEXENaHU JEKaPCTBCHH PeaKiliv

LBmKTe TouKa 4.4

® AMUKalMH He ce mpeaiara BBB GOpMa 3a HHTpaBUTPeanta ynorpeba. 3a cleNoTa H peTHHAIHO
HubapuMpaHe ce cbofIIaBa C/Ie[] HHTPABHTPEATHO NPHIOKeHHe (MHKeKTHPaHe B OKOTO) Ha
aMHKAI[MH.

IMpomennTe Ha 6B6peunara GpyHKUMA ca OOMKHOBEHO OGpATHMH TIPH CIIHPAHE HA JICUEHHETO.
TokcHunuTe edeKTH BEPXY OCMH MEPETHO-MO3BYECH HEPR MOTaT Jia JIOBEAAT Ao 3aryba Ha ciiyxa,
3aryba Ha paBHOBECHETO WIH H ABeTe. AMHKALMH OCHOBHO NOBIHABA CIYXOBaTa yHKIMA.
KoxneapHoTo yBpexknane BKIIOYBA BHCOKO-YECTOTHA [IYyXOTA H OOMKHOBEHO C€ MPOSBABA MPEIH
KIHHAYHATA 3ary0a Ha cTyXa M Moxe 1a Ob/le YCTAaHOBEHO ¢ ayAHOMETPHYHO H3Clle/IBaHe

(sxk. Touka 4.4).

CrofmaBaHeTo Ha MOAO3WPAHH HeXKeNaHH PeakUHH Clie]| papeliasase 3a ynorpefa Ha NeKapCTBEHHA
IPOAYKT € BaxkHo, Tora no3soiBa J1a NPOFL/DKM HAOMOACHHETO Ha CHLOTHOILEHHETO NOM3a/PHCK 33
NeKAPCTBEHHA MPOAYKT. OT MEJMIMHCKHATE CTIELMAMHCTH CE U3HCKBA Jla CHoOIIaBaT BcAKa NMOA03MpaHa
HexkeNnaHa peakliis upe3 WsmbiHHTENHA areHIMA 10 JIEKAPCTRATA;

yn. Jlamsan I'pyes” Ne 8

1303 Codun

Ten: +35 928903417

yeOcaiir: www.bda.bg

4.9 Ilpenozmpane

[Ipeao3upaneTo MoXKe Ma NPeIH3BHKA HEPPOTOKCHYHOCT, OTOTOKCHYHOCT WIH KypapuzHpain edexT
(HepeHOMYCKyNHA OOKana).

Jeuenue

B cmyuaii Ha npepo3upase WIM TOKCHYHH peakliH, HH)Y3HATa Ha AMHKALHH TpaOea Aa OsAe cripsHa
H, axko € HeoOXoIHMO, MOJKE Ja ce NPHIOKH (POpCHpaHa Auypesa, 3a Ja C¢ YCKOPH OTCTPaHABAHETO Ha
aMHKalHHa OT KpbBTa. [lepHTOHEaNHaTa THANK3a WIH XEMOJQHAIK3aTa MOKE J1a IOMOTHAT 1A ¢
€IMMHHAPA AMHAKALMHET, KOHTO ce HATPYIBA B KPBETA. XeMOAHANK3aTa € no-edeKTHEHA OTKOIKOTO
NICPHTOHEATTHATA AMAJTH3A 2a OTCTPaHABAHE HA AMHWKALHHA OT KPBETA.

Ipn HoBOpOZEHN MOJMKE Ja ce HMa npeiRua 0GMEHHO KpBBOIpeNnBane, Ho TpAdsa 1a 6nae
NOTBPCEHO €KCIIEPTHO MHEHHE TIPEAH J1a ce MPWIOHKHE TaKaBa MApPKA.

Heppomyckynnara 6nokana ¢ peciMpaTopeH apecT ce Hy»KAae OT NOAXOIALIOTO JleueHHe, KOETO
BKJTIONBa NPUIIOXKEHHE Ha HOHM3HpaH Kanikii (KaTo DIoKOHaT Wi naktoSuoHar 10-20% pasTteop).
Ilpw auxaTenHa napanusa MOXe Aa € HEOOX0AMMa MEXaHHYHA BEHTHIALMA.

5. ®APMAKOJIOI'HYHHM CBOHCTBA

5.1 <dPapmaxkoARAaMHYHHE CBOHCTBA

DapmakoTepaneBTHYHa rpyna: Jipyru amunornekosuni, ATC koa: JO1GB06

AMHKaUHHET © NOIYCHHTETHYEH aMAHOTITHKO3HAEH aHTHOMOTHK, MOMyyeH oT kaHaMuiuH, Toii e

NOJy4eH Ypes alInpaHe ¢ aMHHO-XHAPOkcHOyTHpoBa KHcenuHa npH C-1-aMHHOIpynaTa Ha 2-
NeOKCHCTPENTAMHHOBHA OCTATEHK.

MexanuzbsM Ha JeHCTBHE
AMHKAIHHBT ASHCTRa Ype3 HHXHOHpaHe Ha GeNTHYHHA CHHTE3 B DAKTEpHANHATA D:

B3auMoAeicTBHe ¢ pubosomuaTa PHK u nocaenpamo naxubupate Ha TpaHC
YYBCTBHTE/IHMTE MHKPOOH. ToBa BOOM 10 aHTHOAKTEPHAITHO JICHCTBHE.
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Bpeaka DKADNA:

Haii-paxcnure OK/D]] mapamerpH 3a npeasikaaHe Ha GakTepHuMaHud edekT Ha AMHKALHHA ¢
CBOTHOLIEHHETO HAa MAKCHMATHATA KOHUEHTpalmaA B cepyMa (Cmax) ¥ MHHMMaNHaTa HHXHOHpama
koruerTparma (MHK) na cporsersng narored. Cunra ce, ue chotaomenne Cupn/MHK 8:1 nnu 10:1
BOJH JI0 epeKTHBHO YOUBaHe Ha OaKTepuuTe ¥ A0 MPEAOTBPATIABAHE Ha IOBTOPHHS HM PacTex.
AMHKallMHBT NIOKa38a cllefl aHTHOHOTHYEH edeKT HH BUTPO M MH BHBO . Clie] aHTHOHOTHYHHAT edeKT
IiaBa Bb3MOXHOCT 32 yAL/DKABAHE HA HHTEpPBANA Ha Ao3upaHe Ge3 3aryfa Ha edmKkacHOCT cpelry
TIOBEYETO I'PaM-OTPHLIATEHH GaLIHITH.

MexannysM(MH) Ha DE3HCTEHTHOCT

Pe3dcTeHTHOCTTa KEM AMHKAIIHE MOME 114 C€ NOABH 110 CJIEJHHTE MEXaHHIMEL:

—  EmsnmMBo peakrurnpane: EH3UMHOTO MoaudHLIHpaHe HA AMHHONTHKOSHAHMTE MOJIEKYITH € Haii-
PasNpoCTPaHEHHAT MEXAHU3BM Ha pe3UCTeHTHOCT. TOH e ofocpeAcTBaH OT aueTHITpaHChepasH,
docdorpatcdepazn Wi HyKICOTHATPaHCQEPasH, KOHTO C€ KOAMPAT IIABHO OT IIasMuan. B
AOBEYETO CIYYaH aMHKALMHBT € [OKA3aJ1 6)SKTHBHOCT CPELTy MHOTO aMHHOTITHKO3HA
PE3HCTEHTHH BHAOBE NOPaJH CIIOCOOHOCTTA CH A YCTOSEA Ha PasrpaiaHe 0T AMHHOTITHKO3M/I-
HHAKTHBHPALLH CH3IHMH.

— Hamanena neneTpainisa H aKTHBHO H3THuaHe: Te31 MEXAHI3MH Ha PE3HCTEHTHOCT ¢& Hab/moaanar
npu Pseudomonas aeruginosa. HoBH JaHHH NOKa3BaT NOABATA HA CXOAHH MEXAHH3MH HA
pe3HcTeHTHOCT NpH Acinetobacter spp.

—  H3meHeHHe Ha TapreTHaTa CTpYKTypa: Moaugpukauuu B pboszoMmure ca naGmonasar xarto
NPHYMHA 22 PE3HCTEHTHOCT CAMO OT BPEME Ha BPEME.

CrinecTBYRa HaCTHYHA KPBCTOCAHA PEIUCTEHTHOCT MEXKAY AMHKALIMHA H IPYTHTe AMHHOTIHKO3HIAHH

AHTHOHOTHLIK.

Knaanuna edpukacuoct n 6ezonacmoct

I'paHBuYBE cTolHOCTH
Crniopen EUCAST 3a aMHKauMH ca NPHIOKAMH CJIEJHHTE FPAHHYHH CTORHOCTH:

I'panm9nH cTofinocTH

Oprasninm coopen EUCAST (mg/1)
S< R>

Enterobacteriaceae;

Pseudomonas,

Acinetobacter u

Staphylococcus 8 16

Jluncaam sudoso-

COBPIAHY ZDAHUYHU 8 16

cmoiiocmu’ *

*Te ce Gasupat rnaBHO Ha cepyMHaTa (GpapMaKOKHHETHKA.
1) rpannYHHTE CTOHHOCTH €a CBBP3aHH C MPHIIOKEHHETO HA MHTPaBeHO3HA J03a aMukauuH 15 mg/ke
IHEBHO

Crexrep HAa AKTHBHOCT HA AMMKALIUEA:
IpeobnanapaHeTo Ha NPHIOGKTATA pe3HCTEHTHOCT MOXe Aa BapHpa reorpa)ckH H ¢ BPEMETO 3a

H30paHy BHAOBE H € JKEMATEIHA MECTHA HH(OPMALIMA 33 PE3UCTEHTHOCTTA, KOTATO JIEKYBATE TEXKH
HHpekipm. [Ipu HeobxoaumMocT, TpaGBa Aa ce TEPCH EKCIIEPTEH CHBET, KOTATO MECTHOTO
npeobnasapaHe Ha PE3HCTEHTHOCTTA € TAKOBA, Y€ MPHIOJAHOCTTA HA CPEACTBOTO NOHE NPK HAKOH
BUJIOBE HH(PEKIHH € NOJ BHIIPOC.

YecT0 IYBCTEATEINE BAAOBE

Aepobriu zpam-nononcumennu
MUEKPOOP2AHUIMU

Staphylococcus aureus
Staphylococcus haemolyticus
Staphylococcus hominis

Aepobnu zpam-ompunamenns MUKpoOpeaHuIMu

Citrobacter freundii
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Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Proteus mirabilis

Proteus vulgaris

Pseudomonas aeruginosa ’

Salmonella enterica (Enteritis-Salmonellen)

Serratia liquefaciens’

Seratia marcescens

Shigella spp.

Bupose, 32 KOHTO OPHAOGHTATA PE3HCTEHTHOCT
Moke Ja 0pae mpobjiem

Aepobru zpam-noaoxcumennu
MUKpOOp2anuImMU

Staphylococcus epidermidis

Aepobuu zpam-ompuyamennu MUKpoopzaHuInu

Acinetobacter baumannii

OpraEn3MH ¢ BpoJieHA PE3HCTEHTHOCT

Aepobru zpam-nononcumennu
MUKPOOP2ARUIMU

Enteracoccus spp.

Streptococcus spp.

Aepobdru zpam-ompuyamennu MUKPoOP2aANUIMU

Burkholderia cepacia

Stenotrophomonas maltophila

Anaepobu

Bactervides spp.

Prevotella spp.

Apyzu muxpoopzantuinu

Chiamydia spp.

Chilamydophila spp.

Mycoplasma spp.

Ureaplasma urealyticum

! Pe3ncTeHTHOCTTa HA M3ONATH OT CNEUMATHH TPYIOH NAalHEHTH, Hanp. MaUUeHTM ¢ KHCTHYHA
¢ubposa, e > 10%.

O KbM nataTa Ha myGnukysane Ha Te3w TaGNUIM HAMA HA PasmoNoeHHe akTyantHa HEdopmaumi. B
OCHOBHATA JIMTEpaTypa, KHWIHTE ChC CTaHJApPTHAaTa pediepeHTHa JMTepaTypa H TepaneBTHYHH
NPEHIOPBKH Ce MPEANONara YyBCTBHTEIHOCT.

Hpvea undpopmayus
AMMHOTJIMKO3HINTE Ca NONXOAALIM 32 KOMOHHMpaHe C APYrH aHTHOMOTHLM CpEIly IpaM-HONOKHTENHH
KOKH.

5.2 (dapmMakoKHHETHUHH cBOHCTBA

Abcopbyun

[L1asMeHH KOHUEHTPALWH:
[Ipu opanHo NpHACKEHUE, AMUKALMHBT NPAKTHYECKH He ce abcopbupa u Moxke 1 A
HapeHTepaaHo. MakCHMalTHH HHBA HA CEPYMHATa KOHLEHTpalMa ce MoCTHraT 1
uAdy3HATa. CepyMHMAT DOMYXHBOT € 2,2-2,4 yaca. TIo-ABAbI NOMYIKMBOT MOXKY
nauMeHTH ¢ 650peyuHa HeAOCTATHYHOCT H HEAOHOCEHH WIM HOBOponeHH Gebera.
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[Ipunoxennero Ha mo3a 7,5 mg/kg upes HenmpekbeHara 30-MHHYTHA HHTpaBeHO3HA HHY3Hs BOH A0
cepyMHa KoHneHTpauus 38 pg/ml B xpas Ha uHy3uaTa. [Ipu 3apagn 10GPOBONLH NPHICKEHHETO HA
no3a 15 mg/kg upez Henpekborara 30-MHHYTHA MHTpaBeHO3Ha HHGY3Hs BOJH 0 CEPYMHA
KOHLIEHTpals npubausurenHo 77 pg/ml B kpad Ha uadysusra u 47 pg/ml v 1 pg/ml, croreerro 1 u
12 vaca cnen kpas Ha HHpY3HATA.

Ilpu Xopa B HaNpeAHANA BE3PACT CBC CPelieH KPEATHHMHOB KJIHPBHC 64 ml/min, nprIoKeHHeTO Ha
ao3a 15 mg/kg upes 30-MHHYTHa HHTpaBeHO3Ha HH(Y3HA BOJH KO CepyMHa KOHLEHTpauys 55 pg/ml B
Kpas Ha HHOY3HATA H 5,4 pg/ml 1 1,3 pg/ml, croreeTHo 12 M 24 yaca cien Kpas Ha HH(Y3MITA,

Ipu u3nuTBaHKA C MHOXKECTBO JO3H, HE Ca MOKa3aHH edeKTH Ha aKyMYJTHpPAHE TIPH XOpa ¢ HopMalHa
616peuna GyHKIMA, KOHTO ca MOMYYHIH eAHHIYHE AHEBHH A03H 0T 15 no 20 mg/kg,

Pasnpocmpanenue:

IpeanonaraemusT 0beM Ha pasnpoCTpaHEHHE HA aMuKaUMKa € npubnusuTento 24 1 (28% or
TENeCHOTO TerNo). CTenenTa Ha CBBP3BAHE ¢ TUIA3MEHHTE MPOTEHHH € onpeaencHa Ha 4%—10%.
Cnex npunarane Ha NpeNOPBLYATETHATA Z1034, TEPAIEBTHYHH HABA HA AMMKALHHA Ce OTKPMBAT B
KOCTHTE, CHPLIETO, AITEYHHA MEXYP, OenoapobHaTa ThKaH, YPHHATA, XKIFEIKATA, OPOHXHANHATE
CEeKpeTH, XpaukuTe, HHTCPCTHUHAIHATA THKAH, IVICBPATHATA TEYHOCT H CHHOBHAJTHATA TEIHOCT.
Toli audynaupa 0cTATEYHO B IHKBOPA H BB3NAleHuTe MeHUHTH, [puGmmsurenno 10% o 20% ot
CepyMHaTa KOHICHTpala NMPpEMKHAaBa TIpe3 3/paBHTe MEHHHIH, KaTo T4 MOXKe /1a HapacHe Ao 50%,
aKO MEHWHTHTE Ca Bh3Na/IeHH.

BewecTBOTO C& Harpynea B 6B0pevHaTa KOpa H TEYHOCTTA BBB BHTPELHOTO YXO H C€ €IMMHHEHPA
6aBHO OT Te3H ABIGOKH KOMIMAPTMEHTH.

AMHKALMHBT IPEMHHARA TIpe3 IUIALCHTapHaTa GapHepa M ce eKCKPETHPa ¢ YOBEIIKOTO MIISKO.
Kosuenrpauuu, noctaramy 20% ot Tean npy Maiikara, ca OTKPHTH BbB (peTaTHa KPBB H AMHHOTHIHA
TEYHOCT.

Buompancopmayua:
AMHMKaUMHET He ce MeTafo/IH3Hpa B YOBELIKHS OPTaHH3bM.

Enumunupane:

TlpH nauxeHTH ¢ HopManHa 6E0pedHa PYHKLHS CPeAHMAT CEpPYMEH KIIHPLHC Ha aMHKALMHA €

100 ml/min u 666pedaHHAT KIHPBHC € 94 ml/min. AMHKAUMHEBT Ce STHMHHHpA 9pe3 IIIOMEpYJIHATA
(HNTpalMA KATO [NABEH BT 38 eNHMHMHMpane. ITo-ronamaTa gact ot obema (60%~82%) ce
€KCKPeTHpa HEMPOMEHEH ¢ YPUHATA B paMKHTE Ha MEPBHTe 6 uaca. CaMo MHOIO MaJIKH KOJIHYECTBA ¢
eKCKpeTHpar ¢ sabuxara. [Ipn naipentn ¢ HopManHa 660peuna dyrkips 91% u 95% ot gozara
AMMKALMH (HHTPaMYCKYJTHA) Ce eKCKPETHPA HENPOMEHEHA ¢ YPHHATA B PAMKHTE, CHOTBETHO, Ha

8 1 24 uaca.

90% OT aMHKaLMHA MOraT J1a e eNMMHHHPAT UPe3 XeMOJHMATIH3A B PAMKHTE HA YETHPH Yaca.

lennarpuyna momynanmsa:

JaHHHTE OT M3NIMTBAHUS C MHOXKECTBEHH THEBHM 1031 I0KA3BAT, Y€ HUBATa B CIIMHAIHATA TEYHOCT
npn HopMaiHA 6eberta ca mpubnusuTenHo 10 no 20% oT cepyMHHTE KOHIEHTpallHH H MOTAaT A3
JAocTHrHaT 50% npH MEHHHTHT.

HHTpaBeHOZHO NPHIOKEHHE
Ipu HoBOpOAEeHH M ocobeHo Npu HeaoHOCEHH GebeTa, 6BOPEYHOTO ENTHMHHHPAHE HA AMHKALIHHA €
HaMalicHoO.

[Ipyn enunmano U3NHTBaHE NPy HOBOpoAeHH (1-6 IHM MOCTHATANIHA BB3PACT), TPYIIHPAHH B
3aBHCHMOCT OT TerI0TO IpH paxkaake (<2000, 2000-3000 u >3000g). AMHKAIHHBT € IPHIOKER

>3000 g € 0,84 ml/min/kg, a TepMHHANHHAT DOMYKUBOT € NpUGIH3HTENHO 7 Yaca,
OBEPBOHAYATHHAT 00EM Ha pasnpeacicHHe K 00eMBT Ha pasnpeaencHie MpH CTaCHP
cboTBeTHO, 0,3 ml/kg H 0,5 mg/kg. B rpynuTe ¢ Mo-HHCKO TEIIO PH pAKIAHETO
HHCEHK H IOJIYXKHBOTHT € MO-ARITLT. [ToBTopHOTO A03Hpane Ha Beexk 12 yaca np
rpyNH He MOKa3Ba aKyMyJIHpaHe clnexr 5 Aum.

A\ .
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5.3 [peaxiHHHEYHH JaAHHH 32 OezomacHOCT

ToxkcaanocT OpR efHOKPATHO N03HDAHE
Hespomyckynra 610Kana ¥ MycKyJTHA Tapaii3a ca HaGnoaBaHK NpH 1aGOPAaTOPHH KHBOTHH,
NOTYYH/IH BHCOKH J03H aMHKALIHH.

TokcHYIHOCT IPH MHOIOKPATHO J0IHPAHE
Ilpu M3NMTBAHKA 38 TOKCHYHOCT IPH MHOTOKPATHO AO3HPAHE IIABHMTE e(EKTH ca HePPOTOKCHYHOCT
H OTOTOKCHYHOCT.

My'rarenen H KAPIHHOTeHEH NOTeHMHAJ
He ca [IpoBCKNAHH H3NIMTBAHHA 34 MYTAI€HHHA HIH KapUOHHOT€HHHS NOTECHUHA HA AMHAKALIUHA.

PenpoaykTEBHA TOKCHYROCT

Ilpy H3nMTBaHUA 32 PENPOAYKTHBHA TOKCHYHOCT AMHUKAIIMHBT [PEH3BHKBA 3aBHCHMA OT J03aTa
He(POTOKCHYHOCT NPH GpeMEHHH ILTHXOBE M TEXHHTE (ETYCH, 3 H3NHTBAHHATA 32 PEHPOAYKTHBHA
TOKCHYHOCT MpPH MOKONEHHETO Ha MHUIIKH, [LTEXOBE M 3aifIH MMOKA3Ba NMOBHIISHA YeCTOTa HA deTanHa
cMBpT. ChIIECTBYBA NOTECHIMATIEH PHCK OT YBPEXIAHE Ha BETPELIHOTO YXo H GbGpewnTe Ha rona,
KakTo € HabIIOAaBAHO 3a aHTHOHOTHIIMTE OT KJ1aca HA aMHHOTJIOKOZHIHTE.

JoKanna TOKCHIHOCT
JIMricBaT gaHHH.

6. ®APMALIEBTUYHHU JAHHH

6.1 ChouchK Ha DOMOmMAHRTE BeHIECTBA

Hartpuer xnopun

Harpues xunpokcHn (3a kopexuus Ha pH)
Bona 3a MHKeKUMH

6.2 HechEBMECTAMOCTH

Awmukaumn 2,5 mg/mi, 5 mg/ml u 10 mg/ml ca rotoeu 3a ynotpe6a GopMu U He Tpabra 1a ce cMecBaT
¢ HHK4KBH JPYr'y TCKAPCTBEHH NPOIYKTH, a TpAOBA 1a Ce PHIAraT OTAENHO, B ChOTBETCTBHE C
HpenophLYKTEHATA 032 M METO] 38 NPIIOKEHME,

AMHHOTITHKO3HINTE 10 HHKAKEB HAYMH He GUBA [1a Ce CMECBAT B HH(Y3HOHEH pasTBop ¢ GeTa-
NAKTAMHH aHTHOHOTHIIH (HAIID. MEHNIAIHHE, Ue(aNnOCIIOPHHK), THH KATO TOBG MOXKE 13 ZOBEAE 10
XHMHYHO-(DH3UYHO AeaKTHBHPAHE Ha A0OABEHHS aHTHOHOTHK.

H3BecTHH ¢4 XHMHYHH HeCHBMECTHMOCTH ¢ aM(OTEPHLINH, XJIOPOTHAZHAH, EPHTPOMHLIMH, XeNapHH,
HHTPOQYPaHTOHH, HOBOGHOLMH, GEHHTOMH, CyadhaaHaziH, THONEHTOH, XJIOPTETPAIIHKIHH, BHTAMHH
B v Butamun C. AMHKaIHET He TPAOBa [1a ce CMECBa NPEJBAPHTENHO ¢ TE3H JIEKAPCTBEHH NPOLYKTH.
JeakTHBHPAaHETO, KOTATO Ce CMECAT aMHHOTIHKO3HAM M GeTa-akTaAMHH AHTHOHOTHIIM, MOXKeE J1a
NEePCHCTHPA M KOTATO C¢ B3eMAT NPOOH 3a ONpeensHe Ha CEpYMHHTE HHBA HA aHTUOMOTHLHTE H
MOKe Ja A0BEJIE 10 3HAYMTEHO MIOAUCHABAHE ¢ MPEllKH NIPH JO3HPAHETO, 4 BIOCIENCTBHE M PHCKOBE

OT ToKkcHuHOCT. [IpoSuTe Tpabea aa ce oGpaGoTsar 6Bbp30 K Aa ce NOCTABAT B Jie KIM 1a ce A06aBH
OeTa-naxTamasa.

6.3 Cpok na rogsoct

HeoreopeH:

3 roguHu.
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Crel IrbpBO OTBAPAHE Hi ONMAKOBKATA:

Ot MHKpoOHONOrKHYHA TNEHA TOUKA NPORYKTHT Tpabea Aa ce nanonisa nesabasno. Ako He ce
M3M0/I3B4 He3abaBHO, CPOKET 3a ChXPaHEHHE TI0 BpeMe HA YNoTpeSa M ycloBUATA peau ynotpeba ca
OTrOBOPHOCT HA NOTPeOHTEN? U HOPMaTHO He GHxa GHAM NO-TPOABIKHTEIHH 0T 24 yaca npH

2 o 8°C.

6.4 CnenmanHH ycI0BHA Ba ChXpaneHHe

To3m nexapcTeH NPOAYKT He H3MCKBA CIICLMAIHH YCIOBHA HA ChXPaHEHHE.

3a yc0B#s Ha ChXpaHeHHEe HA OTBOPSHHS JIEKAPCTBEH NPOIYKT, BIKTe Touka 6.3.
6.5 BHEAH CHALPKAHAE HA OMAKOBKATA

¢ AwmuraumnH B. Bpayn 2,5 mg/ml;
byTHAKH OT MONHETHIIEH ¢ HHCKA IUTTHOCT, ChAbPkKam 100 ml, npepyiaraHi B ONAKOBKH OT
10 x 100 ml
20 x 100 ml

¢  Amukauus B. Bpayn 5 mg/ml:
ByTHIKY OT NONMeTHIIEH ¢ HHCKA IUTHTHOCT, ¢haspxau 100 ml, npeanarann B onakoBKH OT
10 x 100 ml
20 x 100 ml

+ Awmwuxaums b. Bpayn 10 mg/mi:
ByTHAKH OT NONMHETHIEH ¢ HUCKA INTBTHOCT, chabpkay 100 ml, npeanarady B omakoOBKM OT
10 x 100 ml
20 x 100 ml

He BcHuxkM BuAOBE ONMAKOBKH MoOraT Ja GbJaT [ycHaTH B npogax6a.
6.6 Crnenua/iHa npeAna3HH MepKH IIPH H3XPLpanAne H pabora

HenznonspaHuAT MPOXYKT WK OTNIATLYHHTE MAaTEPHaH OT Hero TpaOBa Aa Ce HIXBBPIAT
HEMOCPEACTBEHO Clle/] yNOTpeba B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHS,

Camo 3a HHTpaBeHO3Ha ynoTpeba.

3a enHoKpaTHa ynotTpeba.

HensnonspanusaT pazteop TpAGBa aa Gbhae U3XBbpPIEH.

Tlpenu npunoxenHe pa3rBopbT Tpabea na ke ornesaH 3a YACTHLM H IPOMSHA B [1BETA.
Tpabea na ce H3MOA3BAT CaMo NpPO3pauHH, Ge3lBeTHH pasTBOPH Ge3 YacTHLH.

PastBopsT TpabBa na ce mpunara ¢b¢ ¢TepHIHO 000PYABAHE C IOMOIITA HA ACENTHYHA TEXHHKA,
O6opynsaneto Tpabea na 6ba¢ HATLIHEHO C PAa3TEOPA, 34 A4 CE (IPSNOTBPATH HABNHIAHETO HA BB3AYX
B CHCTEMATA.

3a pomrsHUTENHA HHGOPMALIHA, MOJIA, BHXKTE TOYKA 4.2,

7. TIPHTEXATEJ] HA PA3PEIIEHHETO 3A YIIOTPEBA

B.Braun Melsungen AG
Carl-Braun-Strasse 1

34212 Melsungen, I'epmanus
Tenedon: +49-5661-71-0
Dakc: +49-5661-71-4567

Iomencku anpec
34209 Melsungen,
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I'epmanua

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Amnxatmy b.Bpays 2,5 mg/ml: 20110130

Amuxaupn b.bpayn 5 mg/ml: 20110131

Awmmnkauus b.Bpayn 10 mg/ml: 20110132

9. JATA HA TbPBO PASPEIIABAHE/IIOJHOBSBAHE HA PASPEINEHUETO 3A
YIIOTPEBA

02.03.2011

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2019

T maAB
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