KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA
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Liedrasuanm Anradapma | g npax 3a nHxekumoHeH/ nudysuonen pEFFgYeHve M
Liedprazuanm Anta®Papma 2 g npax 3a HHXEKUHOHEH/ HHDYINOHEH PRIWIAIMP -

- _ L , Féjr&&emm Ny
Ceftazidim AptaPharma 1 g powder for solution for injection/ infusi
Ceftazidim AptaPharma 2 g powder for solution for injection/ infusion

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

LiedpTasnanm Antadapma | g npax 3a HHXKekUHOHEH/ HHPY3HOHEH pa3TBoOp
Bcekun pnakon chavpxka 1 g uedrazuaum (ceftazidime), kaTo neHTaxuapar

LiepTaznanm Anta®apma 2 g npax 3a HHXEKLHOHEH/ WHPY3IHOHEH pa3TROp
Bcekun dnakon chabpaxa 2 g uedraznanM (ceflazidime), xkaTo neHTaxuapar

[lomMOLLHO BELIECTBO C N3BECTHO AEUCTBUE
LlepTaznaum Anradapma 1 g npax 3a HHKEKUMOHEH! HHDYINOHEH PA3TBOPD
Beexu dnakon cbabpxa 52,44 mg (2,28 mmol) Hatpuit (sodium)

Lledraznanm Antadapma 2 g npax 3a HHAEKLHOHEH/ HH(YIHOHEH pa3TBOp
Beexy dpnaxkoH cbavpxa 104,88 mg (4,56 mmol) natpui (sodium)

3a NBIHKUA CAIMCBHK HAa NOMOLLHUTE BELLECTBA BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Npax 3a HHKEKLIMOHEH UIIY UH(Y3UMOHEH pa3TBOp

PastsopbT uMa pH 6,41 n ocmonanurert 341 mOsm/kg.
dnakoHu, cbabpxkawH 0sn unu ONeaoXKBAT npax.

4. KIUHHYHH JAHHH

4.1 TepaneBTHYHH MOKA3ZAHHA

Jleyenue

Lledraznaum Antadapma e nokasaH 3a JeueHHe Ha M3BpoeHUTE No-a0ny WHMEKUHH NPH Bb3PacTHH U
A€1a, BKIKUYKUTENHO H HOBOPOAEHHU {OT PaXKAAHETO):
* Ho30KkOMHanHa NHEBMOHHA;
bpoHxonynamoHanHu HHbEKUHH Npy KUCTO3Ha (hubpo3a;
baxTepuaneH MEHUHIHT;
XPOHHYEH THOEH OTHUT Ha CPEIHOTO YXO,
3N10KA4ECTBEH OTHT HA BLHIIHOTO YXO;
YenomHeHn HHPEeKUHHU HA MMKOYHWUTE MbTHLLA;
YCn0XKHEHH HHPEKUMH HA KOXKATA U MEKUTE ThKaHH;
YCNOXHEHH BBTPEKOPEMHHU HHDEKUKH,
MHPpEKUMHY HA KOCTUTE U CTABHTE;
[TepUTOHUT, CBBP3aH € AWany3a NpH MALKEHTH € NPOAbIXKUTENHA aMbynaT
nepuToHeanua ananuia (1TAT11).




JleyeHue Ha nauueHTH ¢ DAKTEPUEMHS, KOSTO CE€ pa3BMBA BbB BPb3Ka CbC, MM CE€ M0OJ03MpPA, 4e €
CBbP3aHa C HAKOS OT H30POEHHUTE MO-rope HHPEKLHUH.

Lleprazuaum moke na ce M3noa3Ba 3a JIGYEHHWE HA HEYTPOMNEHHWYHHM MALMEHTH C [IOBHILEHA
Temreparypa, 3a KosTo Ce 1o03uMpa, 4e ce Ab/KH Ha DakrepuaiHa HH(pEKLMA.

[IpeBeHLMs

[lepraznanm mMoxke n1a ce U3nos3Ba 3a nepu-oneparuBHa nNpoUIakTUKa Ha UHPEKUMH HA NTHKOYHHUTE
MbTHLLA NPH NAUKEHTH, NMPH KOKUTO CE NpaBHu TpaHCcypeTpaiHa pe3ekuuns Ha npoctata (TYPII).

M36opbT Ha uedrazuanm Ttpabea na ce HanpaBd, KaTo ce B3eMe NpPEeABUA aHTHOAKTEPHA/IHHA MY
CMEeKTbp, KONTO Ce OrpaHuyaBa rjiasHo /10 aepoOHu [ pam-orpuuarenHu 0akrtepuu (BxK.TOUKkH 4.4 u 5.1).
Lleprasmaum TpadbBa na ce npunara B KOMOMHALMA € APYrdH aHTHOAKTEpHA/lHW CPEACTBA, KOrarto

BCPOATHHTC 6HI{'I‘CPHHJ“-IH NMPHYHUHHUTCIIH HC NOMaJAaT B HCIrOBHA CIICKTbP Ha JICUCTBHE.

IpsbBa na ce oObpHe BHUMaHWe Ha oOdHUHANHWUTE NPENnopbKH 3a npaBuaHa ynorpeba Ha
aHTHOAKTEPHAIHHU CPE/CTBA;

4.2 Jlo3upoBKa M HAYMHH HA NPUHJIOKEHHE

Jlo3upoBka

Tabnuua 1: Buipactuu m neua> 40 ke
, | RE
Mlpuioncenue na omoennu 0oszu |

— o ———

Uupexkuns Jﬂum 32 NPHJIOKEHHE

bpoHxonyaMoHaIHK HH(PEKIIUK npu KHCTO3Ha (I)H6p03a 100 no 150 mg/kg/ﬂHeaHo Ha BCEKH 8

| 4aca, MaKCHMaHa j103a 9 g ﬂHEBHD

- S e ————— _— N ——— I —— — —— e —— —_———

(DedpuiHa HEYTPOINIEHHS 2 g Ha BCeKH 8 yaca

_———— e — e - =

‘Hozokomuanna nHeBMOHHS |
bakrepuaneH MEHHHIUT |
bakrepuemus™®

MHdeKuns Ha KOCTHTE U CTaBHTE '1-2 g Ha BcekM 8 yaca
YCn0KHEHH HHPEKUMK HA KOKATa U MEKHUTE ThKaHH

YCN0/KHEHH BbTPEKOPEMHH HH(PEKLIMH

[TepuTOHMT, CBBP3aH € JIMANKU3a NPH NALMEHTH C c MNAII |

e —— . e

VenokHeHH HHPEKLHH HA TMKOYHHTE ITHTHLLA '1-2 g Ha BCEKH 8 yaca Wi 12 vaca

| | NN st ;
ITlepu-onepaTuBHa r]pO(bHﬂal{THKﬂ 3a TdecypeTpaﬂHd ‘| g npy BbBEXkKAAHE B AHECTE3MS, H BTOpd
peszekuns Ha npocrtarta (TYPII) 7103a NMpU NpemMaxBaHe Ha KaTeTbpa
XPOHHYEH NHOEH OTHUT HA CPEJIHOTO YXO | g 1o 2 g Ha BcekH 8 vaca |

3/10Ka4YeCTBEH OTHT HA BLHUIHOTO YXO

Henpexvcenama unghysun

1

{I/qu:emmﬂ l],o:m 34 II]]H.TIO'}KEHHE

DeOpuritHa HEYTPOTICHMS !HaTOBapBama J103a OT 2 g nocjiezBaHa orT
‘HernpekbeHaTa MHpyY3us 0T 4 10 6 g Ha

Ho30koMHaIHA NMHEBMOHMUS |
| BCeKkH 24 yaca

éBPOH."{(}II}UIM{‘JHEUII[H HH(EKLHHU NPH KUCTO3HA Prubpo3a |
‘bakrepnanen meHunruT |
iHul{"l‘upw|(:|'v|1-1}["‘

Mna:hemmx HAa KOCTHTE U CTaBHTE

iYCHO}I{HEHH HHbeI(IJ.HH Ha KOKATad H MCKHTC ThKdHH




Y CN0KHEHH BBTPEKOPEMHH HH(PEKLIMH

[lepuTOHNT, CBLP3aH € Anan3a I

'Ipu Bb3pacTHH ¢ HOpManHa 6bOpeuHa cbth:uHH 9 }:,/ﬂncuuo ca npnﬂararm Gea HemenaHH

HEKHPCTBEHH PCAKIIHH.

*KoraTo € CBbp3aHa C, UM Ce N0J1031pa, Ye € CBHP3aHa C HAKOU OT MH(beKUHHTe ‘M30poeHu B T. 4.1.

Tabawnua 2: Jleua < 40 kg

.K'b]]l‘ﬂﬂll(f'l‘a H MAJIKH Jena >2

Mmecena u aeuna <40 kg

IHpunoscenue na omoeanu dosu

Hosoposenn n kbpmauera < 2
mecena

Hpuﬂaau eHue Ha omoeanu 00su

HH(EeKLNH

IPH MALHEHTH C ﬂAﬂﬂ,

Uudexuus ‘O0nuaiina no3a |
1 | _ | S |

_ o e |
VCnoKHEHH HH(EKLMHU Ha 100-150 mg/kg/nneBHo, |
[HHKOHHHTE MbTHLLA |pasjiesieHn Ha TpH 1034, |

XPOHHYEH FHOEH OTHUT Ha CpeﬂHDTO MaKCHUMaIHa 1032 6 2/IHEBHO,
i

yXO |

3710Ka4eCcTBEH OTHT HA BLHILIHOTO

.\"FXL} |

|)_leua C HEYTPOIEHHs! |150 mg/kg/anesHo,
\pasieseH Ha TPH /103H,
MaKCHUMasIHa /103a 6 g/1IHEBHO

bpoHxonyamoHaiHH HHdJCKU.HH
MpH KUCTO3HA (pudpo3a

bakTtepraneH MEHUHIUT

‘baxrepuemus*™
MH}eKLng Ha KOCTHTE U CTaBH re |100-150 mg/kg/naneBHo,

Yenomkuenn uudekumu Ha Koxkara pasie/ieHl Ha TPH J103H,
U MEKHTE TbKaHH ‘MaKCHUManHa 103a 6 g/AHEBHO

| YCII0/KHEHH BTPEKOPEMHH

= ——— ] }

“LpHIOHHT -::BbpadH ¢ JlHann3a |
npu nauneHtu ¢ HATL/L

i(DeﬁpHﬂHa HEYTPONEeHHMs ‘Harosapsaua 103a or
60-100 mg/kg. nocseapana

. “loT HenpekbeHaTa HHpY 3
OHXOIMYJIMOHAJIHU MH(PEKIIHH
P Y (exw ot 100-200 mg/kg/nHeBHo,

npu kuerosua pubposa

Hmommuaﬂua MHEBMOH M

. |MaKkcHMasHa 103a 6 g/AHeBHO
‘bakrepuanen MEHUHIHUT

‘bakrepuemus*
Hudekumna Ha kocTuTe U cTaBuTe

YCn0KHEHU HH(EKLIMK Ha KoyKaTa
H MEKHTE ThKaHH

Y CN0KHEHH BLTPEKOPEMHH

HH(pEKLHH |

'ﬂepHTOHHT CB’bp3aH C /iManu3a w |
npu nauuenTy ¢ AT/ | |

Undexkuus Obnuaiina no3a

|”UB€1{6TO HH(peHan {25-60 mg/kg/nHe
| pa3aesneHo Ha JBe



'Tlpn HOBOpPOAEHH M KbpMaueTa < 2 Mecella, CEPYMHHUAT MOJY/KHBOT Ha Le(Ta3UIAUM MOJKE /1a € TPH
J10 HETHPH MBTH MO-BUCOK OT TO3H IMPH Bb3PACTHH.
*KoraTo e cebp3aHa ¢, WM Ce 10031pa, e ¢ CBbP3aHa C HAKOM OT MH(peKunHuTe, H30poeHU B 1. 4.1,

[ leinaTpuyHa nonysauyums
be3onacHocTTa M epUKacHOCTTA Ha LePTA3UIANUM, MPHIIOIKEH KATO HENpEeKbCcHATa MH(Y3HS NpH
HOBOPO/JEHH M KbpMaueTa Ha < 2 Mecela, He ¢a YCTAaHOBEHH.

[lalmeHTH B cTapuecka Bb3pacT
[lopaan Bb3pacToBO 0OYC/IIOBEHHS HAMAIEH KAUPBLHC HA LUeTAa3HAUM TIPH MNALLMEHTH B CTApUecKa
Bb3pacT, AHEBHATA J103a He TpsaOBa /1a HAABUILABA 3 g NPU NauMeHTUTe Ha Bb3pact Haa 80 roauHu,

YepnoapoOHo yBpexaaHe

Hasmunure naHHyd He nokassaT HEOOXOAMMOCT OT KOPHUrMpaHe Ha 103aTa Mpu JIeKO JI0 YMEPEHO
yBpekaaHe Ha uepHoapoOHaTa (GyHkuus. Hsma jgaHHM OT npoyuBaHWs NpU MAUMEHTH C TEKKO
4EPHOAPOOHO yBperaane (BK. Cbulo Touka 5.2). [Ipenopbusa ce BHUMATEIHO KIMHUYHO NPOC/Ie/1sBaHe
Ha Oe3onacHocTTa M eh)MKaACHOCTTA.

bbOpeyHOo yBpeKaaHe

[ledrasuanm ce exckpernpa nenpomenen npes 6s0peunte. Cae10BaTENIHO NPH NALMEHTH C HAPYLLIEHA
ObOpeuna pyHkumMs a03upoBKarta TpsOBa aa Obje HamaneHa (BK. Cbllo Touka 4.4).

I'psbBa na ce naze 3anouHe ¢ HavaaHa HaToBapBsala no3a ot 1 g. [Moxabpikauinre 1034 TpsadBa aa ce
OCHOBABAT HA KPEATUHUHOBHS KJIHPBHC:

Tabsnuua 3: Tlpenopbunrennn noaabpkaun 1034 Ha Lledraznaum Anradapma npu 660peyHo
YBPEHKAAHE — MHTEPMUTEHTHA HH Y3 HS

Bvspacmuu u oeya > 40 kg

KpeaTHHHHOB KJIIMPBLHC [ _th6HM3H'FEH11H ” | ﬁ[_);'-:n-o-pquenl-lﬂ ;HHTEPB&H Ha-ﬂ.(‘)'inal-le
| ml/min | CTOMHOCTM Ha CEPYMHMS | €IHOKpaTHa j03a (Ha yacose)
KpeaTHHWH Lledprazuamnm
umol/l (mg/dl) Anrta®apma
(2) - |
50-31 150-200 (1.7-2,3) l 12 |
30-16 200-350 (2,3-4,0) l | 24
P 0000006 | B e
| <5 >500 (>5.6) | 0,5 48

[Ipn naumnenTH ¢ TeKKM HHpEKUMK earnHrunara 103a Tpsadsa na 6bae ysennuena ¢ 50% v jaa 6bae
VBE/IMYEHa YecToTara Ha npunoxkenue. [1pu neua kpeaTHHUHOBUS KIKpPBLHC TpsOBa aa Obae M34MCIeH
CHPAMO TeaceCHarTa rnoBbpXHOCT MJIH TEJICCHaATa Mmaca 0€3 Ma3HUHM.

Heya < 40 kg

KpeaTHHHHOB KJIIMPBLHC [TpuOnunzurentun | [Ipenopbuurenna  MurepBan Ha n103upaHe
(ml/min)** CTOMHOCTH Ha ccpymnnﬂlf WHAMBH/YaTHA J103a (Ha yacose)
| KpeaTHHHH * 'mg/Kg TenecHo Terno
umol/l (mg/dl)
50-31 - 150-200 (1.7-2.3) 23
30-16 | 200-350(2.3-4.0) | 25
e | 350-500(4.0-56) | 125 1
| <5 >500 (>5.6) 12.5

—_ -- - = = e e ————— e — - -




* CTOWHOCTUTE HA CEPYMHHSI KPEaTMHWH Cca OPUEHTHPOBBLYHM CTOMHOCTH, KOMTO MOXKE Ja He
|
TI0Ka3BaT TOYHO €/1Ha U CbhllaTa CTENEH Ha HaMajleHHe 3a BCHYKM MalMeHTH ¢ HamasieHa ObOpeyHa

‘byHKLMSL
** M3uncngapa ce Bb3 OCHOBA Ha TeJjieCHATa NOBbPXHOCT HUJIH CE U3MEPBaA.

anﬂOp"b'LIBEi CC BHUMATCIHO KJIIHHHUYHO TPOCJICAABAHC Ha Oe3zonacHocTTa U quHKﬂCHOC1T"a.

Table 4: [1penopbunrentu noaabpikau 1034 Ha Lledrazuaum Anradapma npu 660peyHo
VBPEIKJAHE — HEMPeKbcHaTa HH(Y3HUsI

Bwvspacmmu u oeya = 40 kg

—r —_— —————————————————————— - — ——

Kpearnnunos kinpbHe | Hlpubnusznutentn ctonHoCcTH MuTepBal HA JO3UpaHe
ml/min | Ha CepyMHHS KpeaTHHHH (Ha yacose)
| umol/l (mg/dl)

50-31 | 150-200 (1.7-2.3) ' Hamaapaamﬁ ﬂ03é OT 2 g nocJe/1BaHa
oT | g no 3 g/ 24 vaca

30-16 | o 200-350 (2;__’;;4.0) - HéToﬁapBama n03a 0T 2 g nocneﬁaéﬁa |
| o 'C:TIg_/__24qz;1q9t - :'

s

- == = === S —— —— - = — e — ——————

>350 (>4.0)

He e nanpaseHa oueHka

[ [penopbuBa ce NoBULLIEHO BHUMaHKe NpH n3bopa Ha aozata. [lpenopbyusa ce BHUMATEIHO KIHHUYHO
HabMoaeHKe 3a 0€30MacHOCT U e(hMKACHOCT.

Heya < 40 kg

besonacHocTra u e(PEKTUBHOCTTA HA Le(PTA3UIAMM, TIPHIIOIKEH KATO HETpeKbecHaTa UH(Y3HUs TIPH J1ena ¢
ObOpeuno yspeumaane u <40 kg, He ca ycranoenu. llpenopbuBa ce BHMMATE/IHO KIMHUYHO
HaOJIt0AeHMue 3a 0€30MacHOCT U e(PUKACHOCT.

AKO ce rnpuJjiara HerpekbeHaTa HH(pY3us 1py aeua ¢ 0bOpeyHo yBpeKaaHe, KpeaTHHUHOBUSAT KIUPBHC
TpAOBa /1a c€ KOPUTHUpa CIPAMO TeNecHaTa NOBbPXHOCT MK TejlecHaTa Maca 0e3 Ma3HHUHH.

XeMOo/1Mainia

CepyMHHUAT NOJIYKMBOT 0 BpEME Ha XeMOoiMalin3a Bapypa o1 3 /10 5 yaca.

Crien BCEKM MEpUO/ Ha Xemojuanusa TpsdBa aa ce NOBTOPH NMOJIbprkallaTta /103a Ha uedrazuanMm,
npenopbyaHa B TabauUK S U 6.

[ lepuTOHeasHa anaiunsa
llepraznanm moxke na Obae U3MOJ3BAH MPU NMEPUTOHEATHA AMaiM3a U NPOABLIKUTENHA amOyaTopHa
nepuroneasitna auanusa ([ATIL).

(OJCBEH MHTPABEHO3HO, Ue(PTA3ZUAMM MOKE /1a Objle BKIKOYEH B JIMAJIM3HATA TEUHOCT (0OOMKHOBEHO 125
no 250 mg 3a 2 aMTpa AMadu3eH pasTBop).

[Ipu naunenTn ¢ ObOpeyHa HEAOCTATLYHOCT HA MPOABLIKUTENHA aPTEPUO-BEHO3HA XeMOAHAIM3a UITH
Ha BUCOKOCKOPOCTHA XeMO(HATPALIMS B OTACJICHHUATA 32 HHTEH3UBHA Tepanus: | g AHEBHO, NPUIIOKEH
KaTo €AMHOKpaTHa /l03a WIM B pasjaencHu A03d. [lpu  npuioxkeHue Ha HHUCKOCKOPOCTHA
xeMo(uaTpauurs, cieaBanTe npenopbyaHara J103a 3a naumMeHTH ¢ yspeaena 6bopeuna pyHkums.

3a nauMeHTH Ha BEHO-BEHO3HAa XeMOo(hHATpalLMsi U BEHO-BEHO3HA XeMo/1Halin3a, TpsadBa na ce ¢
[PErnopbLKUTE 3a A03UpaHe B Tabnuum S 1 6 no-aoay.

Tabnuua S lpenopbku 3a A03WpaHe NMPH NPOAB/HKUTE/IHA BEHO-BEHO3HA XeModuITpall

- == T e . e e s e 2 e e — — = R e S e

[Toaabpaxauia 103a (mg) npu CKOPOCT Ha yaTpaduiTpaums




OcraTbuHa ObOpeyHa 5 | 16.7 | 3543 50
(yHKLMA(KpEaTHHHHOB |

KJIMpbHC B ml/min) | ] * |
| 0 | 250 250 500 ! 500 |
i — : . JI e e e ——— i = e ___.___T_.. S e .____._.i
| S | 250 | 250 500 _ 500 |

10 | 250 | 500 | 00 | 750 |
15 2% | 50 4 500 | 750 |
20 ] 500 ] 500 0 | 750 |
| Homwprkamara 103a ce npunara Ha seexu 12 vaca. SES— el
Tabauua 6: Ilpenopbku 3a A03WpaHe MpH MPOJAbIKUTE]HA BEHO-BEHO3HA XeMO/1HAJIU3a
OcrarbyHa [Toaabprkauia 103a (Mg) 3a AHanM3aT ¢ 1eOuT '
ObOpeuHa 1.0 L/yac 2.0 L/uac
(hyHKUMS C N , -  uat Cr = | L aas
(KPEAaTHHUHOB KOpOCT Ha yaTpaduarpaums (L/yac) KOpOCT Ha )ﬂTpﬂd)H.ﬂTPauHH (L./yac)

KAUPBHC B | 0.5 1.0 | 2.0 0.5 | 1.0 | 2.0

| ml/min) ) PE— __IflL | - |
0 | 00 | 500 | 500 | 500 | 500 750
s | so0 [ so0 [ 750 [ s0 [ s0 | 750 |
10 | 500 | 500 [ 750 | 500 | 750 | 1000
15 | 500 _____?_5_0_ | 730_ i - 750 ] ____75‘0__'_ _[ 1000 i

| 20 750 . 750 IOOQ J _ 750_ | _75_0 i} 1000

! TlobprkalaTa /103a ce rnpuiiara Ha Bceku 12 vaca. |

HauuH Ha NPUIOKEHHE

Jlo3aTa 3aBHCH OT TEKECTTa, YYBCTBUTEIHOCTTA, MACTOTO M THIA HH(EKLHUS, KAKTO U OT Bb3pacTra
ObOpeuHaTa yHKUHUA HA NALMEHTA.

[ leprazuanm Anradapma | g Tpaba aa ce npuaara KaTo BEHO3HA MHIKEKLMS MK HH(]Y3Hs MITK KATO
JbA00KA MHTPAMYCKYJIHA HHIKEKUHA. [ IpenopbynTEIHO MACTO 3a HHTPAMYCKYJTHO MPHIIOKCHHE €
FOPHUAT BbHILEH KBAJAPaHT Ha m. gluteus maximus UM sarepajiHata yact Ha OeapoTo. PazrBopure Ha
[leprazuanm Anrtadapma morar j1a ce npujarart IMpeKTHO BbB BEHA WJIM Jla C€ BbBEJK/1AT B CHCTEMA,
MPH NMaLMEHTH, HA KOUTO CE€ BJIMBAT NapeHTepaiHi pa3TBopH. CTaHJAapTHUAT MPENoOpbYHTE/ICH HAYHUH
Ha NMPUJIOKEHHUE € HHTPABEHO3EH, YPE3 MHIKEKTHPAHE HA OTAC/IHK /1031 WIIH HHTPABEHO3HA
HenpekbeHaTa HHGY3ua. MHTpaMyCcKy1HOTO npuiokenne TpaOBa /1a ce uma npeaBu/l, CaMo KoraTto
HHTPABEHO3HOTO MPHAOKEHHE HE € Bb3MOKHO HJIH HE € MOAXO/ALI0 34 MNALMEHTA.

[leprasuaum Anrtadapma 2 g TpsabBa aa ce npuiara Kato BEHO3HA WHIKEKLMS WM MH(]Y3Hs.
Pasrsopure Ha lledrazuaum Anta®apma morar aa ce npuiarat JMPEKTHO BbB BCHAa WM Jla Cce
BLBEIK/AT B CHCTEMA, NPH MALMEHTH, HA KOWTO Ce BIMBAT napeHrtepasinHu pastBopu. CTaHJ1apTHUAT
NPENOPBLUYNTEICH HAUMH HA MPHIIOKEHHUE € MHTPABEHO3EH, Ype3 MHIKCKTHPAHE HA OT/IC/IHU JIO3H WX
MHTPABEHO3HA HENpPEKbCHATA HHAY3USL.

4.3  IlporuBonoxkazanns

CBPBLXUYBCTBUTEIHOCT KbM LE(PTA3HAUM HIN KbM HAKOE OT NMOMOLIHUTE BELLECTBA, U3
6.1.

AHaMHe3a 3a TeKKa CBPbLXYYBCTBUTEIHOCT (Harnp. aHa(MIAKTHYHA peaKuus) KbM H
GeTa-aKkTaMHO aHTHOaKTepHaIHO CpeICTBO (NEeHUUMAMHK, MOHOOaKTaMu W KapOarneHe



4.4 CrneuxHannu npeaynpekieHHs H NpeanazHH MEPKH npu ynorpebda

CBpBLX4YBCTBHTENHOCT

Kakto npH BCHUKW GeTa-nakTaMHU aHTHOaKTepHanHW CpelacTsa, MMa CbOOLIEHHUS 332 CEPHO3HH WU
nousakora (aranHM peakuMy Ha CBPbXYYBCTBMTENHOCT. B cnyuah Ha TEXKM peakuWn Ha
CBPLXUYBCTBHTENHOCT, JieHeHHeTo ¢ uedraznanm Tpadsa HesabasHo ja ce npekpath W na ce
npeanpUeMaT aA€KBATHU CNEUIHH A€HCTBUS,

[lpean HauanoTo Ha Tepanusta, TpsbBa Aa ce yCTAHOBH AaNW NAUMEHTHT MMa aHAMHE3a 3a TEXKKH
PEAKUMK HA CBPbXUYBCTBHTERHOCT KbM LehTazMaWM, LUEGANOCNOPUHN HAM KbM ApYr Bua Oera-
NaKTaMHH cpeacTea. Tpabra na ce oObpHE CreLMaTHO BHUMAHHME, akO LEMTA3HANUM CE MpUiara Ha
MaLHEHTH ¢ aHAMHE3a 33 HETEXKa CBPbX4YBCTBUTETHOCT KbM ApYrY DeTa-nakTaMHU CPeaCTBa.

CrnekTbp Ha AEHCTBHE

LlepTazuauM vma orpaHuveH CrekTbp Ha aWTubakTepuanHo aeicrene. Tol He e noaxoasul 3a
CAMOCTOATENHO IEHEHWE HA HAKOW BMAOBE MHOEKUHH, OCBEH aKO NaToreHbT € BeYe YCTAHOBEH M Ce
3HAE, Y€ € YYBCTBHUTENEH HIIH MMA CEPHO3HO NMOAO3PEHHUE, Y€ HAH-BEPOSTHHAT NATOreH(H) € NOAXOAALL
3a neyeHue ¢ uedravauM, Tosa ce oTHacs 0coOEHO 3a Cy4YaHTe, KOraTo ¢€ 0OMuUCHa NedeHHe Ha
nauMeHTH ¢ BakTeprHeMHa KW NpH NeueHHe Ha HaKTepuaneH MEHHHTHT, HH(PEKUKWH HA KOXKaTa U MEKHTE
TBKAHU W MHPEKUHMM HA KOCTUTE U CTaBHTE. B nombanenue, uedrasnanm € noaaT/HB Ha XHIpOAH3a OT
HAKONKO OT Oera-naktamasn ¢ paswkped criektbp (BJIPC). [lopaan ToBa, nHpopMauusTa 3a
Pa3NPOCTPAHEHHETO Ha opraHnimuTe, Npoussexaan bJIPC, Tpabea na ce B3eme npeasna npy uadbopa
Ha ue(Ta3MAKM, KaTO CPEACTRO 3a NIEUEHHE.

[IcesaomemOpaHO3eH KONNT

Mma cuOlWeHHa 13a KOJMT W NceBao-MeMOpaHO3eH KONMWT TMpHd  (IPHEM  HA MNOYTH  BCHYKH
auTMOAKTEPHANHU CPEACTBE, BKJIOUMUTENHO UedTaznanM, KOUTO MOTaT 1a BapHpaT no TEXeCT OT Jieka
110 >KMBOTO3acTpawasaiua hopmu. [lopaam Tazu npH4rHa € BAXHO Na C€ MMA NPEeIBHA Ta3n AHArHosa
Npu NaUMEHTH, KOMTO UMAT AUAPHS 10 BPEME WK CNed NPUIoKEHUE Ha uedTa3nanm (Bx. Touka 4.8).
Tpaba na ce o6MHMCNM NpekpaTABaHe Ha TepanuaTa ¢ uedTa3uaUM H npuaaraHe Ha CrneUUPUYHO
neuenine 3a Clostridium difficile. He Tpsfsa aa ce naBaT nekapcTBEHHW NPOAYKTH, KOMTO HHXHOHMpAT
NEepUCTANTHKATA.

buOpeuna QyHkuums

ChbNbTCTBAWO AEHEHHE C BUCOKH A03H UedanocnopuHH M He(pOTOKCHYHH JIEKAPCTBEHH NPOAYKTH
KATO aMHWHOTJIMKO3HAW HJIM MOLIHKW AWypeTHud (Hanmpumep GypoceMHa) MOXeE Aa OKaxke
HebnaronpUAaTHO BAKAHHE BbPXY OBOpeyHaTa GyHkuus.

lledhTaiuaum ce enumunmnpa upes 6ubpeunte, nopaan koeto aozata Tpabsa aa Obae HamaneHa B
3JaBUCHMOCT OT CTeNeHTa Ha yepexaaHe Ha ObOpeunata dyHkums. [laukerTute ¢ 6BOpeUHO yBpeKaaHe
TpsbBa na ce MpocnenssaT BHWUMaTenHo 3a GeszonacHocT W edHkacHOCT. Panxko ca cbhobuiasatu
HEBPONOIHYHHM MOCAEACTBHA MNPH NAUKEHTH ¢ GBOPEUHO yBpexaaHe, NPHU KOMTO A03aTa He e Ouna
HaManeHa (Bx. Touku 4.2 n 4.8).

CBpbXpacTeX) Ha PEIUCTEHTHH MUKPOOPraHW3MH

[lpoabmxurenHara ynotpeba Moxe Aa A0BEAE A0 PE3HCTEHTHH MUKPOOPFraHW3MK (Hamnp. eHTCPOKOKH,
rb0H), KOETO MOXE Ja HAMOXKH MPEeKbCBAHE HA JEYEHHETO HIW ApPYrH MOAXOAAWH MEPKH.
MHoroxpaTHara OlUEHKa Ha CbCTOSHHETO Ha NAUMEHTA € OT ChIUECTBEHO 3HAYCHHUE.

B3anMOUENCTBHA C TECTOBE W AHANUIN _
lledTazuauM He npevyd Ha CH3UMHUTE TECTOBE 33 T[JIMKO3YPHA, HO JIEKH cmymeH _ Ha
NONOXKKTENHH) MOTAT Aa ce NOABAT ¢ METOAMTE ¢ peayurpade Ha Med (Benedict's, Feh B & Lanes X

ledTaznaum He NOBNHUABA TECTA 38 KPEATHHHH ¢ aNKalleH Nupar. Sz? (j;\




[lpnemM Ha HATPHH

LlebTasnaum Anrradapma | g

To3W nekapcTBeH NpPoAyKT ¢babpka 52,44 mg naTtpni Ha 1.0 g, KOETO Ce paBHsBa Ha 2,62 % or
npernopbuBanua 0T C30 MakcuManeH AKEBEH NPUEM Ha 2 g HATPHH 32 BL3PacTeH.

Liedrasnnum Anta®apma 2 g
To3u nekapcTseH NpoaykT cbhabpxa 104,88 mg Hatpuit Ha 2,0 g, KOETO Ce paBHdABa HAa 5,24% ot
npenopbuBaiusa oT C30 MakcHUManeH JHEBEH NPHEM Ha 2 ¢ HaTpHWi 3a BB3PACTEH.

4.5 B3akmoaefiCTBHe C APYTH JIEKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha BIANMOJEHCTBHE

[poyuBaHus 33 B3AWMOJEHCTBUA Ca MPOBEAEHH CamO ¢ NpObeHeUnN H QypoceMHa.

EAHOBPEMEHHOTO MNpUAOKEHHE Ha BUCOKM 1034 LledTasnaum Anta®apMa ¢ HeppOTOKCHYHH
NEKAPCTBEHM TIPOYKTH MOXE /12 NOBANAE HebnaronpuaTHo Ha G1Opeunara GyHKuMA (Bx. TOuKa 4.4).
B in vitro ycnosus xnopamMbeHUKONBT € aHTAOHHCT Ha ULedTa3sUaKM W ApYTH uehanoCnopHHH.
KAMHUMHOTO 3HaYeHHEe HAa TEe3W AAaHHH HE € YCTAHOBEHO, HO MPH €RHOBPEMEHHOTO NPUNOKCHUE Ha
uedTaszuanm ¢ xnopamdenuxon, Tpadea aa ce UMa npeaBUl Bb3MOXKHOCTTA 33 AHTArOHH3bLM.

4.6 Deprnanrter, OPeMEHHOCT H KbPMEHE

bpemenHoCT

JlaHRMTE 32 NPHAGKEHHE HA LedTa3HAHM NpH DPEMEHHH XKEHU Ca OrPAHUUCHH. [TpoyuBaHusaTa BBEPXY
JKMBOTHM HE NOKA3BAT AUPEKTHH WNW MHANPEKTHY BPEAHH ePEKTH TIO OTHOLIEHHE Ha OPEMEHHOCTT],
eMOpHOHANHOTO / GETANHOTO pa3sBUTHE, PAXKAAHETO WIH NOCTHATANIHOTO PA3BUTHE (8. TOuKa 5.3).
Llepraznaum Anrtaddapma TpabBa na ce NpeanHcsa Ha HpeMeHHU JKEHHW, CaMO KOrato noussara
HaJIBULLABA PHUCKA.

Kupmene
LledTa3Hanm ce eKCKpPETUPA B KbpPMATa B MAIKK KOJTHYECTBA, HO fIpH TEPaneBTHHHA 103K uedrazuaum
He ce ouakeaT edeKkTH BbpXy KbpmeHoTo Oebe. lledpTaznanm Moxe Aa ce npuiara no BpEME Ha
KbpPMEHE.

PepTUanTET
Hama Ha1HYHH JAHHH.

4.7 Edexrn Bbpxy cnocobnocrra 3a wopupane u padbora ¢ mamunu

He ca npoBexaaHy npoy4BaHus 3a eEKTHTE BbPXY crnocobHocTTa 32 wodunpane 1 padboTa ¢ MALIMHHK.
Bbnpeky TOBA MOraT Ja ce NOABAT HEXeNaHH epeKTH (Hanp. 3aMasHOCT), KOMTO MOTAT A3 NOBJIUAAT
Ha criocoBHOCTTa 3a todupane n paboTa ¢ MalKHH (BXK. ToUka 4.8).

4.8 Hexenaun N1eKapcTBEHH PEaKUHH

Haii-4ecTHTe HEXeNaHW peakuuu ca eosuHduams, Tpombountosa, Gnebut wnn TpombodrebuT npH
WHTPABEHO3HO MPHIOXKEHWE, [HapHs, NPEXOAHO TOBULIABaHE Ha YepHOAPOOHUTE EH3HMH,
MaKy/l0manyao3eH WM ypThkapeH oOpus, Oonka W/HKAH BBINAICHHE Cnel HHTPaMyCKyJTHO
MHXKEKTHPaHE W NosnoxxuTeneH TecT Ha Coomb.

,U,&HHH OT CNOHCOPHUPAHHU H HECNOHCOPHPAHH KNUHHUYHH U3IMATBAHHKA Ca U3NON3BAHH 34 ONPEACNAHE HA
4eCTOTaTa Ha HEeCTHUTE W HEYECTH HEKENAHHU PCAKUHH. Onpe,ueneHaTa yeerora, 3a BCHUK

3a xnackdUKaLMATA HA YECTOTATA € U3NON3BAHA CNEAHATA KOHBEHLNA!
Muoro uect (Z1/10)




Yectun (=1/100 no <1/10)

Heuectu (=1/1 000 no <1/100)

Peaku (=1/10 000 go <1/1 000)

Muoro peaku (<1/10 000)

C HeW3BecTHa uecToTa (OT HAJIMYHHUTE JIaHHU He MOyke /1a ObJie HarpaBeHa OLeHKa)

i(lnc'rcnul Opramn- Yecrn ‘HeuecTn ‘Muoro peakn | C nensBecTHa
Kaac | ; | ~|uectoTa
Hupekunn n ‘Kanauposa (Bkjt.
nHpecTaunm BArMHUT K OpaJiHa

KaH/11/1034a)
Hapymenust na Eosunodmuaus HeyTtponeHnus ArpaHyaouuTosa
kpbBTa H aumpuara TpomboumnrTosa Jleykonenus | ' XeMOJIMTHYHA
cuerema | ‘TpomBouHTONEHUS : ;.EiHEMHFI
| (e ] (S .. o il
Hapymenus na | Anadunakums
HMYHHATA CHCTEMA | (BKJIL.

| | OpoHxocnabLm
| | | W/nin
| 'Exunomﬁnﬂ) (BIK.

el e [ R)
Hapymenus na ['naBoGonue ‘Heppoaoruuuu
HEPBHATA CHCTEMA 3amasiHoOCT MOC/IEACTBHS'
[lapecTesus

Cobaosn Hapywenust OncdOut nim
TpoMOoOhaeduT
[PH UXTPABEHO3HO |

TIPHITOKEHHE | |
Cromamno-upesun Jlnapus Jlnapust u KOIUT, | Jlow BKyc
HAPYLICHMUSI | CBBp3ANK ¢ | |

aHTubakTepraiiHm
cpeacTsa’ (BK.
TOouKa 4.4)
'Kopemna Gosnka
Tanene
}ﬂOBp’bLLI.‘dHE
XenaroOujaHapHH [[pexoano Kbarenuua
HAPYIICHHSE NOBHILIABAHE HA
HMBATA HA €MH
WK TTOBEYE
4epHOAPOOHH |
eH3UMM’
Hapyuienust na MakynonanynoseHn lpypuryc TokcHuHa
KOKATA H WK YPTHKapHasIeH enuaepmaita
NOJIKOAKHATA ThKaH  00pHB | | 'HEKpOJIU3a
| | CuHApOM Ha
| | CTUBBHC-
JIKOHCBH
Epurema
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CHCTCMHH

CHMMNTOMH
(DRESS)’
Hapymwenust na | [Ipexoano Mureperuumanen |
ObOpennTe n | NOBULLIABAHE HA EHC(|}pHT J
NMHKOYHHTE NbTHILA CTOWHOCTHTE Ha ‘Octpa 6BOpeuna
KpbBHaATa ypes, 'HEJOCTATBYHOCT |

KPbBHO-YPEHHHS
30T W/ KK

‘CepyMHHS
'KpeaTHHHH

———— —— R — e —e - S
|

O0uwu HApYIICHHSI H Boska u / unm [ loBuILEHA |

‘e(peKTH HA MSICTOTO | Bb3MAJCHHUE ClIe/l |Temreparypa 1

HA IPHJIOKEHHE MHTPAMYCKYJIHO |
MPHIOKEHHUE

Hicaeasanns [TonoxkuTenex Tect

na Coombs’ |
'Mma cbobluennst 3a HEBPOJIOrHUYHH MOC/EAMLH, BKIIOYMTEIIHO TPEMOP, MHOKJIOHHSA, KOHBY.ICHH.
cHuedanonarus 1 KoMa nNpu nauMeHTH ¢ ObOpPEeUHO yBpeXKaaHe, NpU KOKMTO 03aTa Ha uedTa3uiauM He
€ MOJIXOASALL0 peylHpaHa.
*JlnapusTa U KOAUTBLT MOke aa ca cebp3and ¢ Clostridium difficile v moxke na ce W3ABAT, KaTo
nceBaoMeMOpaHO3eH KOJMT.
'AJIAT (SGPT), ACAT (SGOT), LDH, GGT, ankasnua ¢ocdarasa.
‘Uma peakn cbobiuenns, npu kouto DRESS ce cebpsa ¢ uedraznamnm.
[osurusupanero Ha Tecta va Coombs, npu okono 5% OT nauMeHTHTe, MOKE J1a MOBJIUSE Ha
Kpberocanata 1poda 3a CbBMECTUMOCT PU KPbBONPEIHBAHE.

CboOulaBaHe Ha 1o103MpaHH HEKEJIaHH peakLvH

Cbo011aBaHeTo Ha NOJA03MPaHH HEXKEJIAHW peaKLMK e/l paspeluaBane 3a ynorpeda Ha iekapCTBeHUS
NPOAYKT € BakHO. Toea no3sossiBa aa npob/ku HabMIIOAECHHETO HA CbOTHOLIEHHETO 10J13a/PUCK 3a
NEKAPCTBEHUS NMPOAYKT. OT MEAULIMHCKHUTE CMNELHAJIMCTH CE€ M3MCKBA Ja cboOIIaBaT BCAKA
[10/103MPaHa HEKEIaHA PeaKILns Yypes:

M3nbiaHuTeHa areHumns no Jekapereara
yn. Jdamsan I'pye” No 8

1303 Cous

buarapus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpenosupane

[Ipeao3upadeTo MOXkKe Ja JIOBEAE A0 HEBPOJOrMYHM MOCIEANLIH, BKIIOYHUTENIHO eHLledanonaTus,
MbPUOBE U KOMA.

CHMINTOMMUTE HA Npeao3upale Morar jaa ce Habiroaasar, ako 103aTta He € NOAXOAALLO pe/lyHpaHa npH
nauMeHT ¢ ObOpeuHo yBpenaane (Bx. Touku 4.2 u 4.4)

CepyMHHTE HHBA Ha uedTa3uaum morar aa ObJaT HaMaJIeHH Ype3 XEMOAHAIH3a HUIIK MepHUTOHeaHa
JIMaJIn3a.

5.  GMAPMAKOJIOI'MYHHU CBOUCTBA

5.1  @apMakoAHHAMHYHH CBOHCTBA

(DapmakorepaneBTuyuHa rpyna: AHTHOAKTEPHATHU CPEACTBA 3@ CHCTEMHO MPHIIOIKEHHE.
[ledpanocnopunu Tperta renepaumnsa, ATC koa: JO1DDO2
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MexaHU3bM Ha JICHCTBHE

[leprazuaum uHXMOMpa cuHTe3a Ha OaKTepuHanHata KieTbuHA CTEHA  CJC]d MPUKpPENsHE KbM
nennumanH-cebp3saiy nporernu (ICIT). Tosa BoaM 10 HapyllUaBaHe Ha OMOCHHTE3aTa Ha KJleThbYHaTa
crena (NMenTHAOMIMKAH), KOETO MPean3BUKBa paspylaBaHe Ha OakrepuajiHaTa CTEHa U CMBPT.

OrHouwenne GapmokuteTnka/hapmoMHaAMHUKa

3a uedanocrnopuHnTE € NOKa3aHo, Ye Hah-BaKHUAT hapmakOKHHETHUEH-(PapMaKOAHHAMHYEH MHIIEKC,
Kopeaupalil ¢ in vivo ePUKacHOCTTa, € MPOLEHTHT HA HHTCPBAa Ha JI03MPaHE, TIpK KOHMTO HECBbp3aHaTa
KOHLIEHTPALMS OCTaBa HaJl MHHUMaIHATa MHXMOMPpALa KOHUCHTPALHs (MHUK) na uedraznium 3a
oraentnTe Tapreriusuaose (r.e.% 1> MHK).

MexaHu3bM HA PE3UCTEHTHOCT
bakTepuanHata pe3uCTeHTHOCT KbM Le(Ta3HANM MOJKE /1 CE IBJIKH HA C/IHH HITH TIOBCHE OT CJICAHUTE
MEXAHHU3MHU:
e xuapoausa or Gera-nakramasu. Llepraznaum moke aa Obae eeKTHBHO XHAPOJIM3HPAH OT
Geta-nakrtamasu ¢ pasiupen cnekrsp (BJIPC), sratountento SHV cemeicTBOTO Ha bJIPC M
AmpC eH3uMu, KOUTO Morat jia ObaT UHAYUIHPAaHH HITH cTabUIIHO J1a C€ aKTHBHPAT NMOBTOPHO
NpH HAKOM aepoOHHU rpaMoTpHLaTeIHK DaKTepHaIHH BH0BC,
e HamaneH ahpUHUTET HA NEHHUWJIMH-CBBP3BALINTE NTPOTEHHH KbM tedrazuanum;
e  HENPOHWMLIAEMOCT HAa BbHIIHATA MemOpaHa, KOATO OrpaHu4asa 10CTbha Ha uerazuanm 10
NeHHLIMIMH-CBBP3BALLATE MPOTEUHH NPH | pamM-OTPHLIATECIHHTE MUKPOOPTaHH3MHK

e (akTepuaHu MOMITH 3a eayKc.

| paHHY4HH CTOHHOCTH

[ paHHuHHUTE CTOMHOCTH Ha MHHHMalHaTa urxuOuTopHa konueHtpauus (MHUK), ycTaHOBEHH OT
EBpOoneHcKUs KOMHTET 3a TECTBAHE Ha anTumukpoOHa uyscreurennocT (EUCAST (2019-01-01, v9.0)),
ca KaKTo cie/iBa:

‘MukpoopraHusem : - - ['pannunn c_Toﬁ_t__mC'rgi_(lpg/_L_) -

' S () RG>
Interobacteriaceae | l 4
Pseudomonas aeruginosa’ 8 8 _
/Aeromonas spp. __ 1 I | | _ .
![ panuynu CMounocmu, E 4 | 8

KOUMO He ¢d C8bP3aHU C

KOHKpeme rmr):

S=Yygpcreuresen, R=Pe3ucrenten

"' panuuHMTE CTORHOCTH CE OTHACHT 32 JICUYCHHE C BUCOKH /103K (2gx31V).

’['paHuuHuTe CTOMHOCTH, KOWTO HE Ca CBbpP3aHW C PasnpoCTPAHEHHETO Ha KOHKpeTeH BHJ, Ca
onpenenenu rnaHo Ha Gazata Ha PK/PD nannu W ca HE3aBHCHMH OT MUK pasznpeneneHnueTo Ha
cneuduunn suaose. Te ca 3a ynorpeda camo NpHBHAOBE, KOWUTO HE Ca yNOMEHATH B Tabnuuara Hiu
OCJICIKKHUTE 1O/1 JIHHHAL.

MukpoOHONOruyHa YyBCTBHTEIHOCT
PasnpocTpaHeHHeTo Ha rnpuaoduTaTa pe3sMCTEHTHOCT MOKE J1a BapHpa reorpa)CK1 U BbB BPEMETO 3a
Onpe/Ie/IeHH BUI0BE U 3a TOBa € HeOOX0/1MMa MeCTHa nHhopMaLIMs 33 PE3UCTEHTHOCTTA, OCOOEHO MpH
nedetine Ha Texkkn nadexunu. Tpu HeobxoaumocT, TpabBa aa ce NOTbPCH EKCMEpTEH ChBET, KOTATo
MECTHA YECTOTA HA PE3MCTEHTHOCT € TaKaBa, Ye nojsara OT Ue(Ta3HAMM MpH MOHE HAKOW BHIOBC
MH(DEKLIMK € MO/ BBIPOC. —

S —— — e - — — - _- - - = ——

["paM-nonoxKuTe1HH aepodH:
Streptococcus pyogenes
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Streptococcus agalactiae

| pam-orpuuarestn aepobu:
Citrobacter koseri
Haemophilus influenzae |
Moraxella catarrhalis
Neisseria menigitidis
Pasteurella multocida
Proteus mirabilis
Proteus spp (other)
Providencia spp.

Bujose, npn KONTO NpHAOOHTATA PE3HCTEHTHOCT MOKe 1A € npoodJiem

["pam-orpuiaTentu aepodu:
Acinetobacter baumannii
Burkholderia cepacia
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Klebsiella spp (other)
Pseudomonas aeruginosa
Serratia spp

Morganella morganii

| pamM-noJ0KHTEIHH aepodu:
Staphylococcus aureus'
Staphylococcus pneumoniae**
Viridans group streptococcus

| pam-nos10KUTENHH aHaepoOu:
Clostridium perfringens
Peptostreptococcus spp.

I'pam-oTpuuaTentn anaepobu
Fusobacterium spp.

MUKPOOPraHHu3MH ¢ BPOACHA PE3HCTEHTHOCT

| pam-non0KUTEIHH acpolu:

Enterococcus spp including Enterococcus faecalis and Enterococcus faecium
[Listeria spp

e —— e - = = — —_— = = S = - = —e — S — —=

1 pam-nonoxxurentn anaepoOu:
Clostridium difficile

| pam-oTpuuaresHu aHaepobu
Bacteroides spp. (many strains of Bacteroides fragilis are resistant).
Jpyru:

Chlamydia spp

‘Mycoplasma spp

Legionella spp

" METHUMIMH-YYBCTBUTEHUTE S. qureus UMAT NPUCHILA HUCKA YYBCTBHTEIHOCT KbM uedrazuianm.
BCHUKH METHLIMIIMH-UYBCTBUTEHH S. aureus ca pe3sucTeHTHH Ha Le(Ta3HaNM.

" 3a S. pneumoniae, KOUTO NEMOHCTPUPAT MHTEPMEIMEPHA YYBCTBUTEHOCT WM CA PE3UCTEHTHH KbM
NEHULMIIMH, MOKE /1a CC OYaKBa Aa AEMOHCTPUPAT MNOHE HAMAIEHA YYBCTBHTEIHOCT KBM LIE
- BHCOKM HMBA Ha pe3nUCTEHTHOCT ca Hab/I0/1aBaHK B e/1Ha WK NoBeUe 00,1acTH / IbpiKaB
B pamkute Ha EC.

5.2  (DapMaKOKHHETHYHH CBOHCTBA
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Abcopbumsi

Cnea uHTpaMycKynHO npunoxedue Ha 500 mg n | g uedrasnaum, 3a KpaTKO BpeMe C€ AOCTHrar
BLPXOBH NNAa3MEHW KOHUEHTpaUKH, cboTBeTHO 18 n 37 mg/l. [ler MuHYTH cnea nuTpaseHo3Ha Honyc
umkekuns Ha S00 mg, 1 g unu 2 g, nna3mMedHuTe HUBa ca cboTBeTHO 46, 87 M 170 mg/l. KuneTHkata Ha
uedrazuauM € NUHEHHA B FPaHULIMTE Ha eauHW4HaTa ao3a ot 0,5 g0 2 g cnea MHTPABEHO3ZHO HAH
HHTPAMYCKYJIHO NPHIOKEHHE.

Pa3npeaencnue

Cebp3BaHeTO Ha uedTa3MAMM C NNa3MeHnTe npoTedHW € cnabo, okono 10%. KoHuenTpauuuTe
Haasuwasaw MUK 3a obuyaitHuTe natoreHn morat Aa 6baar NOCTUNHATH B KOCTH, ChpUE, HUTbYKa,
Xpavku, BbTPEOUHA TEYHOCT, CHHOBHUAJTHA, IJIEBPAJIHA WU NePUTOHeaTHA TeMHOCTH, Liedrazuaum necHo
npeMHHAaBa Npe3 MNIaueHTaTa H ce eKCKpeTHpa B Kbpmara. [IpeMrMHaBaHETO Npe3 MHTAKTHZ KPbBHO-
MO3b4Ha Bapuepa ¢ cnabo, KaTo ce YCTAaHOBABAT HUCKW HMBA Ha HedTazMAMM B LEHTpa/iHaTa HEPBHA
CHCTEMA, MPH JIMNCa Ha Bb3naneHye. Bonpexku ToBa, B LIEHTpanHaTa HEPBHA CUCTEMA MIPU Bb3NANEHHE
HA MEHWUHIWTE MOXKE Aa CE€ YCTAHOBAT KOHUEHTpaUUH oT 4 no 20 mg/l unu no-BHCOKH.

buoTtpancdopmaring
[lehTaznanm He ce meTabonu3upa B OpraHu3Ma.

EaumMuHUpaHe

Crnea napeHTepanHo NPUIoKEHHE NNAIMEHUTE KOHUEHTPAUWH CE NOHWKABAT ¢ BPEME Ha MONYXKHBOT
ot 0K0J10 2 yaca. Lledprazsuanm ce eKCKpeTHpa HEMPOMEHEH ¢ YPUHATA upe3 rnoMepyaHa GpuaTpaums;
npubnuzutento 80 1o 90 % ot nozara ce oTkpuBa B yprHaTa B paMkuTe Ha 24 yaca. [lo-manko ot | %
Ce OTAENS Ype3 HKNbYKaTA.

( ‘neyuannu epynu nayuenmu

bwuhpeuno yepeswoane
EnnMunupaneTo Ha uedraznavm € 3abaBeHo npu nauneHdTy ¢ HapylueHa 6u0pedHa QyHKUHS W 103aTa
TpabBa na ce Hamanu (Bx. To4uka 4.2).

Yeproopobro yapesicoane

Hanuunero Ha feka 40 yMepeHO TeXKa 4YepHoApoOHa AUCPYHKUMA HE OKa3Ba BIIMAHHE BbLPXY
(hapMaKkoKHHeTHKaTa Ha uedTaznanuM NPpU XOpa, Ha KOWTO € NpunaraHa 103a 2 g HHTPaBEHO3HO Ha BCEKH
8 yaca B NpoOABb/KEHKWE Ha S AHK, NpH yciaoBue Yye OuOpeunaTa GyHKUMA He € OHia yepeneHa (BX. TO4Ka
4.2).

[Tayuenmu 6 cmapuecka ev3pacm

HamaneHdsaT kaupbHc, HabnopasaH npv nNauMeHTW B CTapyecka BB3PAcT, €€ AbMKH aBHO Ha
Bb3PACTOBO 00ycnoBeHUs HaMaleH Ha 6bOpedeH KAMpbHC Ha uedTazuaum. CpeaHHAT NONYKUBOT Ha
eTMMHHUpaHe Bapupa oT 3,5 no 4 4aca c¢jeld NPUAOKEHHE Ha eAHOKpaTHa A03a WAH 7-ZHEBHO
MHOTIOKPATHO NpHaraHe Ha 2 g 601yc MHTPaXKeHO3HO NPH MalMEHTH B cTapuecka sb3pacT 80 1 noseue
rOJIMHH.

Heduampuuna nonyrayus

BpeMeTo Ha NONYKHMBOT Ha UEPTAINANM € YIBLIHKEHO NPHU NPENAEBPEMEHHO POACHH HITH HA TEPMHH C
4.5 po 7,5 vaca ¢nen npunoxeHde Ha o34 oT 25 ao 30 mg/kg. Bunpekwu ToBa, NpU HaBbpLUBAHE Ha 2-
MECEeYHa Bb3PACT, NONYKUBOTHT € B FPaHHUMTE 32 Bb3PAaCTHH.

5.3 Ilpeax/iHHUYHH JAHHAH 32 He3zonacHocCT

Hekiunnmunute naHHW He noka3eat ocobeH puck 3a xopa Ha 0aszata Ha KOHBEMUH
drapMakonorH¥H1M nNpoy4YBaHWA 3a 0e30NacHOCT, TOKCHYHOCT MpPH MHOIOKPaTHO
FeHOTOKCHUYHOCT, PENpPOAYKTHBHA TOKCHUHOCT. He ca nposexaaHny npoyyBaHus 3a KaHUE
HePTasHIHM.

14




6. OAPMALIEBTUYHHU JAHHH

6.1 CnoHcbK HA NOMOIKKTE BeWIECTBA

HaTtpueB kapboHnar

6.2 HecensmecTamMocTH

PazTsopenns 8 narpues Onkapbonar 3a vHxkekTHpane Lledraznanm Anta®apma e no-Hectabuned ot
APYIH MHTPAaBEHO3HHW Te4HOCTH. He ce npenopbuBa w3nonsesaHeTo Ha HaTpues OGukapbonaT, kKaTo
paspeauren. Lledrazuaum Anta®apma 1 He TpabBa Aa ce cMecBa B €[HA CIIPHUHUOBKA WIH CHCTEMA C
amuHornuko3nad. Cbroblasa ce 3a npeudnuTauus Ha pa3Teopa npv Ao6aBAsHEe HA BAHKOMWLMH KbM

pa3TsopeH uegTasvauM. [1py nocaenoBaTelHO NPUNOKEHWE Ha Te3u ABE NeKapcTsa, ce NpenopbyBa
MH(YIMOHHUTE CUCTEMH U UHTPABEHO3HHUTE KATETPH Aa C€ NPOMMUAT.

6.3 Cpox Ha roasoct

HeotBopenu pyrakoHu: 3 roanHu

Cnea pa3Tsapsne / padpe)kaaHe 3a HHTpaBeHO3HO npunoxkenue: o 24 vaca. Jla ce cbxpaHsBa npu
Temnepartypa 2-8 °C (B xn1aANNHHUK).

Cnep pastBapsHe/pazpexaane Ha LledTaznaum Anra®apma | g npax 3a MHKEKUHMOHEH/HHPY3HOHEH
pa3TBOp 3a MHTPaMYCKY.HO npunoxkenue: [lpoaykTsT Tpabaa aa ce nanonsea HezabasHo.

6.4 CrneunannH yc10BHS HA ChXPaHenHe

He otsopen dnakoH:

T03KM nexkapcTBEH NPOAYKT HE H3UCKBA CNEUHAIHH TEMIMEPATYPHHU YCNOBHA 3@ ChbXPaHEHHE.
ChbxpaHapaiiTe (pnakoHa B KapTOHEHATa ONAKOBKA, 32 Ja Ce Npeana3l OT CBETJIMHA.

Cnen palrsapaHe/pa3pexaaHe:

XHMHUyeckaTa ¥ Prinyecka CTabUIHOCT HA NPUIroTBEHHWA 3a YNoTpeda pa3TBOP 3a HHTPABEHOZHO
NpHAOKEHHE € f0Ka3aHa 3a 24 vaca npu 2 no 8 °C.

Ot MukpobUONOruyHa raeHa To4Ka, NPUroTBEHUAT pa3TBoOp TPAOBa Na ce W3NOoN3Ba BeaHara. AKO He
Ce M3Mon3sa BeAHara, BPEMETO HAa CbXPaHEHHWE HAa MOTOBMA PAa3TBOP M YC/IOBHATA HA CbXpaHEHHE ca
OTrOBOPHOCT Ha NOTpeduTenan obukHOBEHO He ca No-abarn oT 24 vaca npu 2 1o 8 ° C.

6.5 Bni HcnabpkaHHe HA ONAKOBKATA

lledprazuanm Anta®apma | g npax 3a HHXKEKUMOHEH/ HHDYIMOHEH pa3TBOP CE npeanara B O€3UBETHH
cTbhrneuu ¢pnakouy tun 1, ¢ eMectumocTt 10 ml, 3aTBOpeHu ¢ TbMHOCHBA 6poMODYTHAOBA FyMEHA
3anywanka (Tun 1) 1 anyMuHUMeBso 0TUyNBaLLO Ce Kanaye.

Onakosku oT 10 ¢dnaxoHa

Lledraznanm Antadapma 2 g npax 3a HHXEKUHOHEeH/ HH(DY3HOHEH pa3TBOp ce npeanara B
cThbknenu naxouu Tun I, ¢ BMecTumocT 50 ml, 3areopenu ¢ TeMHocHBa 6pomModyTUNO
anyuwanka {tun 1) v anyMHUHUERO OTUYNBALLO C€ Kanaye,

Onakosky oT 5 uiau 10 dnakona

He Bcuukuy BHDOBe onakoBku Morar ga ObaaTt nycHaT¥ Ha nasapa.
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6.6 CneuuajHu npeanasHy MEPKH PH H3XBLPJsiHe H paboTa

MHCTPYKLIMHK 3a pa3perk/iaHe
Busicre Tabauua 7 v Tabauua 8 3a A0MbJHUTENHW 00eMH U KOHUEHTPAUHH Ha pa3TBOpa, KOUTO Morat
na GbaT NoJIe3HM, KOraTo ce Hajara npuiokeHue Ha (pakiuHOHUPaHH 103H.

TaGauua 7: [1pax 3a HHKEKUMOHEH pa3TBOp

Pasmep Ha (prakoHa KosunuecTso Tlpubnusurenna
pasTBOpPUTEN 34 KOHUEHTpaLHs
| noGapsne (ml) (mg/ml) |
|
e R T S
,[HHTpamycxynHo \3 ml 260 |
‘Untpasenosen 6onyc |10 ml 190 |
Cbuathd v b L . SRR S — |
28
| |
\Murpasenosen Gonye |10 ml 1170
3abenexka:

e [lonyuenusT 0OeM Ha pa3TBOpa Ha LeDTA3HAUM CJIE]L pa3TBapsiHe Ce yBE/IHtaBa Mopai
(hakTopa Ha pasrnpeaessiHe Ha IEKapCTBEHHS NPOLYKT, KOETO C€ BHIK/1A B NNPC/ACTABCHUTE B
roprara tab/iMila KOHUEHTpalrK B mg/mil.

[ledprazuanm B koHuenTpauus 90 mg / ml e cbBmecTHM C:
e Boaa3a MHIKEKLHH
e Harpues xnopua 9 mg/ml (0.9%) HHAKEKIHOHEH pa3sTBOP

TaGauua 8: [pax 3a uH(py3HOHEH pasTBOP

- : i = p— R

Pasmep Ha dnakoHa Konunuectso [TpubauzuTenna |
pa3TBOpPHUTE] 34 KOHLIEHTpALMs
| |
nobassatre (ml) (mg/ml) |

|2

HUnrpasenos3na undysus 50 ml* 120 |

———— - R— e — " —— 1
|

— —————————— - = _———— — — e ————

[HHTpa-BE_,'};D;SHa HHq)ysuﬂ |50_mi-*  ao

b
[
|
|
|
|
| I -

* JlobGapsineto TpsOBa ja € Ha JiBa erana

3abenexka:

e [IlonyyenusT 0O6eM Ha pa3TBOpa Ha uePTasuUM CIAe1 pasTBapsHe ce yBC/intasa ropail
hakTOpa Ha pa3npesesisHe Ha IEKapCTBEHUA MPOLYKT, KOCTO CC BHIK1A B Npe/ICTaBEHUTE B
ropHata Tab/iMILa KOHUEHTpaluK B mg/ml.

[|[BeTHT HAa pa3TBOPHUTE Bapupa OT CBETJIO XKbJT /0 kexsimbapeH B 3aBHCHMOCT OT M3I0JI3BaHaTA
KOHLIEHTPALIMS, paspeadTesl U yCJ0BUs Ha CbXpPAHCHHE. [Ipu cnasBaHe Ha rOCOYCHHUTE TPENOPHKH,
e()eKTHBHOCTTA Ha IPOJIYKTa HE CE BJIHSC HeOMaronpuaTHO OT TAKUBA BApHALIMK HA LIBETA.

[ledhrasuanm B KoHueHTpauuk mexay | mg/mln 40 mg/ml e cbBMECTHM C:
« narpues xuopua 9 mg/ml (0,9%) HHKEKUHOHEH pasTBOP
«  M/6 HaTpHeB NAKTAT HHIKEKIIMOHECH Pa3TBOp
+  CMeCeH pa3TBOP HA HATPHEB JIAKTAT 3a HHKEKTHpaHe (pa3TBOp Ha Hartmann)
« 5% nexkcTpo3a MHIKEKLIHOHEH pasTBop
e 0,225% narpueB xJIopua ¥ 5% ACKCTPO3a HHIKEKLIMOHCH pasTBOP
e 0.45% narpueB xn0pua U 5% JAEKCTPO3a HHIKEKLIHOHEH pa3TBOP
«  0,9% HaTpHEB XJAOPHA U 5% JIEKCTPO3a HHIKCKIIHOHEH PasTBoOP
e 0,18% Harpues xn0pua K 4% NEKCTPO3a HHIKEKLHOHECH pa3TBOP
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10% nekcTpo3a uHXEKUMOHEH pasTBOp

*  Jekctpan 40% 3a urxextnpane 10% B 0,9% HaTpUeB XJIOpHUA HHXXEKLIMOHEH Pa3TBOP
*  Hexcrtpan 40% 3a urxektupane 10% 8 5% nekcTpoza HHKEKUHOHEH pa3TBOp

* MHexcrpan 70% 3a urkextupare 6% B 0,9% HaTpHeB XNOPUA HHKEKLIHOHEH Pa3TBOp
» excrpan 70% 3a nrxexTHpane 6% B 5% NeKCTPO3a MHKEKLIMOHEH PA3TBOP

Lledprazuamnm B konuentpaunu mexcay 0,05 mg/ mlu 0,25 mg / ml e chBMECTHUM € HHTpa-
NEPHUTOHEANEH pa3TBOP 3a Auanula (naxrar).

LledrasuanM B KOHUeHTpauuM, noapobHo onucand B Tabauua 7, moxe Ja Gbae NMpUroTBeH 3a
HHTpamyckyaHa ynorpeba ¢ 0,5% unun 1% HHxKEeKUHOHEH pa3TBOpP HA THAOKAHHOB XHAPOXJIOPHIL.

[IpuroTesaxe Ha pa3sTBOp 33 HHTPABEHO3HO GONYC HHIKEKTHUPAHE

|. Byeenere urnara na cnpuHUOBKaTa BLB (PTaKOHA Npe3 3aMy(UANKATA K MHXXEKTHPAITE HEOOXOLHMHS
obem pazpeanTen. BakyymbT mMoxe na noanomorde HaBaM3aHeTo Ha paspeauntens. OTcTpaHere Wrnara
Ha CNPHHLUOBKATA.

2. PasknareTe dnaxora, 32 na pa3TBOPHTE: OTAECIS C€ BbIIIEPOAEH AHOKCHA U cied | A0 2 MUHYTH ce
nojiyyasa OMCTHP pasTBop.

3. ObvpHere ¢nakona. [lpu HambnHO HaTHcHaTo GyTano Ha CNPUHLIOBKATA, BKapaiiTe urnarta Ha
CMPHHUOBKATA Mpe3 3anyllankara Ha ¢lakoHa W M3TErNEeTe BCHYKUA Pa3TBOP B CNPUHUOBKATA
(HansraHeto BbB (h1akOHa MOXE a8 NOANIOMOrHE H3TErnsHETO). YBepere Ce, ue Wriara ocrasa B
Pa3TBOPa M HE HABNHM3a BbB BLPXOBOTO NPOCTPAHCTBO. M3TErIeHMAT pa3TBOp MOKeE Aa ChAbPKA MAIKH
MEXYPUETA BLIIEPOAEH AHOKCHI; T€ MOraT Aa ce HrHOpHUpar.

Tesn pasTBOpn mMorat aa ce npunaraT AMPEKTHO BbB BEHATa WM 1a CE BBLBEAAT B CHCTEMA, dKO
NAUKUCHTBLT € HA MapeHTepanHK BauBaHua. LiepTasnaum Anta®dapma e cbBMECTHM C HIOpOEHHUTE NO-
rope HHTPaBEHO3HH Pa3TBOPH.

[IpuroTesHe Ha Pa3TBOP 32 MHTPaBEHO3HA HHDY3USA OT uedTa3nINM HHKEKUUA B CTAHAAPTHH BNaKOHH
(MHHUcaK uav Bropera):

Hpuroreere kaTo nsnonssate o6uio 50 ml cvemecTumu pastaopuTent (M3GpoeHu no-rope), 106aBeHH
Hd /1Ba €Tana, KakTo € NOCQUYEHO MNo-407Y.

|. Bbaenete nrnara Ha cnpuHUOBKaTa Npe3 3anyluankaTa Ha prakoHa v MHxekTHpaiiTe 10 ml
pa3TBOpUTEN.

2. OrcTpanere vrnata v paskiateTe $paakoHa, 3a 4a nony4uTe SUCTbP pa3TBop.

3. He pbvsexnahte urna 3a oceoboxkaaBaHe Ha Bb3AyXa, A0KATO NPOAYKTBLT HE C€ Pa3TBOpH. Bueenere
Mria 3a ocBobMKAaBaHe Ha Bb3AyX Mpes 3anylwankara Ha (akoHa, 3a Ja 0cBoGOAWTE BTPELIHOTO
HaAraHe.

4. llpexpbpnere NpHroTBeHUs pa3TBOp B CHCTEMaTa, NpPe3 KOATO LIE CE Npunara (Hanp. MUHUCAK WK
OropeTa), kato nobasuTe pasTBOpUTEN N0 NoAyYaBaHe Ha 06K 0beMm oT Haii-Manko 50 ml ¥ npunoxere
Ype3 HHTPABEHO3HA MH(DY3Ha 3a neproa oT 15 1o 30 MUHYyTH.

3abenexka: 3a na ce 3ana3y CTEPUIHOCTTA HA NPOAYKTA, € BAXKHO MI1aTa 3a 0cBob0oKaaBaHe Ha
Bb3AYX [1a HE C€ BbBEXK/a Npe3 3anyluankara Ha GpnakoHa, Npeiid pasTBapsHe Ha MPOAYKTA.

Heusnon3sanara uact oT aHTUOMOTUYHKMA pa3TBOp TpAOBa 13 ce HIXBLPIIH.

LiseTa Ha pasTsopuTe ha LedTaznaum Antadapma BapHpa oT CBETAOKBAT A0 Kadss.
PasTsopbT TpabBa na e OucTbp M NpakTHyecku Oe3 yacTvuy.

Camo 3a eqHOKpaTHa ynoTpeba

Hew3nons3BaHWAT NeKapcTBEH NPOAYKT MJH OTNAaAbYHHTE MAaTEPHAIK OT Hero Tpsabsa
B CbOTBETCTBHE ¢ MECTHUTE U3UCKBAHHA.
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