KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHMUA IMTPOAYKT

3uaumued Tenamua 500 mg npax 3a HHXKEKLMOHEH pa3TBOP
Zidimcef Tenamyd 500 mg powder for solution for injection

3uanMued Tenamua 1 g npax 3a HHXKEKLMOHEH/HH(DY3HOHEH pa3TBOP
Zidimcef Tenamyd 1 g powder for solution for injection/ infusion

3uauMmued Tenamuna 2 g npax 3a HHXKEKLIMOHEH/MH(Y3HOHEH pa3TBOP
Zidimcef Tenamyd 2 g powder for solution for injection/ infusion

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ¢gnakon cbabpka 500 g uedrazuaum (ceftazidime), karo 582,4 mg uedrazuaum neHraxuapar.
[lomMo111HM BelllecTBa ¢ U3BECTHO AEUCTBUE: 25,27 mg HATPUH (KaTO HaTpHEB KapOOHAT).

Bceku ¢uiakon cbabpka 1 g uedrasuaum (ceftazidime), xaro 1,1648 g uedrazuaum neHraxuapar.
[lomouHM BelecTBa ¢ u3BecTHo aeunctaue: 50,54 mg HaTpuii (KaTo HaTpHEeB KapOoOHaT).

Beeku (pnakon cvabpika 2 g nedrazuauM (ceftazidime), karo 2,3296 g nedrazuauM neHTaxuapar.
[lomomnu Beuiectsa ¢ u3sectHo aevcrere: 101,10 mg Harpuii (kaTo HaTpueB kapOoHaT).

3a MBJIHUA CITUCHK HA NMOMOILHUTE BElIECTBA BHXKTE TOYKa 6.1.
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4.1 TepaneBTHYHH NOKA3aHHSA
[Ipu BBb3pacTHH U AeLa, BKJIFOYUTEITHO HOBOPOJAEHHU (OT paXK1aHETO):

Ho3okomMuaniHa MHEBMOHUSA

bponxormnyiMOHaJIHH MH(EKLIMM NTPH KUCTO3HA (pubpo3a
bakTepuaneH MEHUHTUT

XPOHHUYEH CYIYPAaTUBEH OTUT Ha CPEAHOTO YXO
MaJIMHreH OTUT Ha BBHIIHOTO YXO

YcnokHeHH UH(PEKLIMKM Ha MTMKOYHUTE TbTHIIA
YcnoxxHeHH HHPEKLMHY Ha KOXKaTa U MEKUTE ThKaHH
YCcnoxHeHH UHTpaadb JOMHHAJIHU UH(EKLIMH
Mudekunun Ha KOCTH U CTaBH

[lepyuTOHMT, CBBP3aH C AHAIU3a NIPU MALIMEHTH Ha NMPOABJDKUTENIHA aMOyJIaTOpHA NMepHTOHEaIHa
nuanu3za (CAPD).

JleueHHe Ha NaUMEHTH ¢ DaKTEpUEMHUS, KOATO C€ pa3BMBA BbB BPb3Ka ChC, HJIM CE MOJI03Mpa, Y€ € CBbpP3aHa C
HAKOS OT HH(EKLIMUTE, U3OPOEHUTE TMO-TOpE.

[ledrazuaum Moxke Ja ce U3MoI3Ba 3a JICYEHHUE Ha MOBULIEHA TeMIeparypa, Npy NaighTh-e QgIONYA 32
KOSITO ce MnpejnoJara, 4ye ce Ib/KM Ha 0aKkTepuaiHa MH(PEKLIHA. ! 2\




LledTasnaum MOXe f1a ce M3NOA3Ba 3a MepHoliepaTHBHA NPOPHIAKTHKA Ha HHPEKUWH Ha MUKOYHUTE MbTHLLA
MpH NALMEHTH, NOLJIEKALIH HAa TpaHCYypeTpaJiHa pe3ekus Ha npocrata (TURP).

[MTpu u3bop Ha uedTaznanmM Tpadea Aa ce MMa NpeABH AHTHOAKTECPHAITHHA MY CHEKTB]P, KOHTO ce
OrpaHH4aBa rinaBHo 0 acpoOuu [ pam-ompuyamennu baxmepuu (BxK. TOUKkH 4.4 4 5.1).

lledTaznaum TpaOBa ga ce npunara B KOMOMHALMA € ApYrH aHTHOAKTepHAJIHH CPELICTBA, KOraTO BEPOATHHUTE
GaKkTepHaIHH PHYHHHUTEIM HE MONAgaT B HErOBHA CNIEKTHP HA OECHCTBHE.

Tpabea na ce 06bpHe BHUMaHKE Ha OPHLIMATHHTE NPENOPLKY 32 MpaBWiIHA yroTpeda Ha aHTHOaKTepHaIHH
CpeACTRa.

4.2. [lo3npoBKa H HAYHH HA NPHJICKECHHE

Ho3upoBka
Tabnnua 1: Be3pacTHy ¥ aeua > 40 kg

ITpunoscenue Ha OmOeanY Q03U
Hud CKLIHA _
BpouxonynaMoHanHH HEQEKUHH NIPH KHCTHYHA Prbpo3za

100 a0 150 mg/kg/nHeBHO, Ha BCeKH 8

l
Haca, MaKCHMAa/IHa 103a 9 AHCBHO

Oebpunna HBYTPOHEHHH. | 2 g Ha BcekH 8 uaca
HozokoMHaJIHa THEBMOHHA
bakrepualeH MEHHHIHT
bakTepHeMus™ _
[ Mirdbexuun Ha KOCTHTE K CTABHTE 1-2 g Ha BCekH 8 yaca
VcenoxkHeHH HHOEKLHH Ha KOXKATA U MEKUTE ThKaHH
YCnoKHEeHH BhTPEKOPEMHH HHEKIIHH

IlepuToHKT, CBBP3aH ¢ JHaau3a NpH naudeHTH Ha CAPD

VenoxHeHH HHMEKLMH Ha MHMKOYHUTE MBTULIA [-2 g Ha BcexH 8 yaca wiu 12 yaca

[Tepu-onepatuBHa npodunakTHKa 3a TpAHCYpeTpaHa 1 g npy BBEBEK/12HE B AHECTE3US U
pesexuusa Ha npoctara (I URP)

XPpoHHUEH CYNTypPaTHBEH OTHT Ha CPEJHOTO YXO 1 g 1o 2 g Ha BcekH 8 yaca

Henpexwvcrnama unddyzua

Hndekius Jlo3a Ha npunoxKeHHe

BTOpA A03a MpH fipeMaxBaHe Ha

DebpunHa HeyTponeHUus HaroBapgaiua 5o3a ot 2 g, nocjiacaBaHa
OT HenpeKbCcHaTa HHPY3Ht 0T 4 no 6 g
- 1
HozokoMmuanHa nHEBMOHHA | mHaBcexn?24h

bpoHXOIyAMOHANHH UHGEKLHY NP KHCTHYHA ¢pHOpo3a
bakrepHaneH MEHHHIUT
baxrepuemus™

HQEKIHH Ha KOCTHTE H CTABHTE

YcaokHeHH HHPEKUUH Ha KOXATa U MEKHTE ThKaHH

YCcoXHeHH BbTPEKOPEMHH HHMEKLMH
[TepuroHuT, CBBbpP3aH ¢ AWany3a npu nauueHTu Ha CAPD

|
[1Ipy BB3pacTHH ¢ HOpManHa 6b6peuHa dyHkLug 9 g/AHEBHO ca npwiaraHy 6e3 Hex
IeKAPCTBEHH PEaKLHH.

* KoraTo e cBbp3aHa CbC, WITH Ce MOAO3UPA, Y€ € CBbP3aHa ¢ HAKOA OT HHPEKLUHTE
4.1.




Tabauua 2: Jeua <40 kg

Kbpmauera u Manku geua
> 2 Mecena u aena < 40 kg

HNudexims

O0OunyaiiHa nosa

[Ipunooicerue na omoennu 0o3u

—l

YenoxxHeHH HHGEKIHHY Ha
[NMKOYHHTE NbTULLA

XPpOHHYEH CYMypPaTHBEH OTHT HA
CPEAHOTO YXO

3710KaueCTBEH OTHT Ha BhLHILHOTO

100-150 mg/kg/nuepHo,
pa3aefieHH Ha TPH 03H,
MaKCUMaJlHa 71033 6 g/AHEBHO

| yXO0
Heua ¢ HeYTpOIeHHs

BpoHxoIyIMOHAIHH HHEKLIHHU
NpH KUCTHYHA Prbpo3a

BaKTEpHﬂﬂeH MCHHHIUT

bakrepuemus

150 mg/kg/nHeBHO, pazeneHd
Ha TpH J03H, MAKCHMAJTHA 033
6 g/aHEeBHO

MHpekuun Ha KOCTHTE H CTABHTE

YenoxkHeHd HHpEKIUH Ha
KOXAaTa U MEKHTE ThKaHH

YcnoxHeHH BbTPEKOPEMHH
HH(}EKIIHH

[IepUTOHMUT, CBBP3aH ¢ AKANIU3A
npu nauueHTH Ha CAPD

100-150 mg/kg/nHenHo,
pa3acneHy Ha TPH J03H,
MaKcUMasiHa 103a 6 g/aHeBHO

Henpexvcnama ungpysusn

DebpuiiHa HEYTPONECHHS

HosoxkoMuaIHA THEBMOHHA

bponxomyaMoHanHu HHpEKLMH

npy KUCTHYHA pubposa

BHKTGPHEIJIEH MCHHHI'HT

baxreprnemus

HMudexuyy Ha KOCTHTE H CTABHTE

YCNOXKHEHH HHEKUHH Ha
KOYKATA H MEKMTE ThKAHH

Y0 HEeHH BETPEKOPEMHH
Hﬂcpexuun

[lepyuTOHMT, CBBP3aH ¢ AHaNH3a
npy naureHTH Ha CAPD

Haropapeaiua no3a ot
60-100 mg/kg, mocnearana ot
HEMPEKbCHAaTa MHAY3UA OT

100-200 mg/kg/nneBHo,
MAKCHMAJTHA 4033 6 g/qHeBHO

Hosoponenn n kppMauera<?2 | Undekuus O6uuafina no3a
Mecelia
Ilpunooicerue Ha omoeanu 003u
[HoBeuero HHpEKUUK 25-60 mg/kg/nHeBHoO,

pa3lie/IEHO Ha JBE nosu’

Touka 4.1.

k [Ipu HOBOpPOAEGHH U KbpMaueTa £ 2 Mecel[a, CEPYMHHUAT NOMY>KUBOT Ha e Ta3HAHM MOXE 13 € TPH
10 HYETHPH IMBTH NO-BHCOK OT TO3M NPH BbL3PACTHH.
* Koraro € cBbp3aHa cbC, WIH Ce NMOLO3KPa, Y€ € CBbP3aHa ¢ HAKOA OT HH(EKLIMHTE, H30POEeHH B

IleauaTpudHa nomyaams

bezonacHocTTa B €pHKACHOCTTA Ha Le(hTa3HAKUM, ITPUI0KEH KATO HEMPEeKbCHATA UH)

i KbpMayeTa Ha < 2 Mecela, HE Ca YCTAHOBEHH.




[lal{HEeHTH B CTApYECKA BB3PacT
[Ipu nmauuenTy Ha 80 4 noBeye roAMHH AHEBHATA 1034 OOHMKHOBEHO He TpaOBa Aa HaaBULIABRA 3¢, NOpaaH

Bb3PacToBO 00yCNOBEHHA peAyLHpaH KIHPBHC Ha UedTa3uauM NPH NALHEHTH B CTApUecKa BB3pacT.

YepHoppobHO yBpe:kagaHe
HamuyHHuTe JaHHH He MMOKa3RaT HEOOXOAUMOCT OT KOPEKIIHA Ha J03aTa MPH JIEKO J0 YMEPEHO TEXKKO

yBpeKIaHe Ha uepHoapobHaTa pyHkuuA. HaMa JaHHHM OT NpOy4YBaHHA NPH MALUMEHTH ¢ TEKKO HepHOZPOOHO
yBpexkaaHe (Chilio BK. TOUka 5.2). [Ipenoprusa ce BHUMATENHO KIMHHYHO MOHUTOPHPAHE 3a H€30nacHOCT H
€(PUKACHOCT.

brbpeuHo yBpexaaHe
LledTasuaumM ce ekCkpeTHpa HenpoMeHeH npe3 onopeunTe. Ilopaau Tazn npuwunHa, NpH NaLUEeHTH C

yBpeeHa 0b0peuHa pyHKIMs Ao3aTa TpAOBa Aa ObAe HaMmarneHa (CBLUO BiK. TOUka 4.4).

[Ipunara ce HayanHa HaToBapsaila Ao03a ot 1 g. [loaappikaluTe 0O3H ce ONPEAeAT OT KPEATHHHHOBHA
KJIMPBHC.

Tabnuua 3: [IpenoppuMTeNHY NOAABPIKALLH 103U Ha nedTazuaum npy 6s6peunHo yepexaaHe —
HMHTEPMHTEHTHA HHDY3UA

Buvzpacmnu u oeya > 40 kg
Mpubnu3uTenHHU
KpeaTHHHHOB KJIMPBHC  [CTOHHOCTH Ha cepyMHHa [ IpenopbuMTenHo HMurepsan Ha Jo3UpaHe
(ml/min) KpeaTHHUH IHOKPATHO fO3HpaHe Ha [Ha Jyacope)
pmol/l (mg/ dl) uaumued (g)
150-200 (1,7-2,3)
50-31 | | _ 12
200-350 (2,3-4,0)
30-16 1 | 24
350-500 (4,0-5,6)
15-6 0,5 24
> 500 |
<5 (> 5,6) 0,5 48

[Ipn nauMeHTH ¢ TeXKKH HHPEKUHH, NpenophuHTeIHaTa eAHOKpaTHa fo3a TpsOBa na 6nae ysenuuyena ¢ 50 %,
WIH JIa CE€ Npuiara no-4ecTo.
IIpn neuia KpeaTHHUHOBHMAT KJIMPEHC TPAOBA 1A C€ H3UUCIIU B CHOTBETCTBHE C TENECHATA NOBBPXHOCT WM

YACTO TENCCHO TCIJ10.

Heya < 40 kg
IIpubausuTesHu PENOPBEYHTEITHO
KpeaTHHMHOB KMIUPBHC  CTOHHOCTH Ha HAWBHUAYAITHO go3upaHe MuTepBan Ha ao3upaHe
(ml/min** CepyMHUS kpeaTHHUH* B mg/kg TenecHo terno  (Ha yacose)
lumol/l (mg/dl)
150-200
50-31 (1,7-2,3) 25 12
200-350
30-16 (2,3-4,0) 25
350-500
15-6 (4,0-5,6) 12,5
> 500
<5 (> 5,6) 12,5




* CTONHOCTHTE Ha CepyMHHUS KpeaTHHHH Ca HacO4YBallH CTOMHOCTH, KOUTO MOXKE Ja He Moco4YBaT
TOYHO €0HA M Cblla CTENEeH Ha HaMaleHHUe 33 BCHYKH NMalueHTH ¢ HamaneHa 6p0pedHa QpyHKLUA.
** U3uncneH Bb3 OCHOBA Ha Te/leCHAaTa MOBBPXHOCT WM U3MEPEH.

[Tpenopbuba ce BHUMATENHO KIMHHYHO MOHHUTOPUpPaHE 3a 6€30NacHOCT M €(HKACHOCT.

Tabauua 4: [Ipenopb4HTEIHY NOAABPKAIIM 03U HA 3UAHM ed npu 6LOpeUHO YBpeKIaHe —

HenpeKbCcHAaTa HHY3US

Bwv3pacmuu u deya = 40 kg

pRONU3UTENHA CTOHHOCTH HA
KpeatnHuuos knupbHe (ml/min) €pYMHHA KPCATHHHH HHTepBan Ha Ao3UpaHe
mol/l (mg/dl) _|(Ha yacose)
HaTtosapsaliia 1o3a or 2 g,
50-31 150-200 (1,7-2,3) nocaeaBasaor 1 g no 3 g /24
Jaca
200-350 rHa':n::us;ar_us'.aum 1032 0T 2 g,
30-16 2,3-4,0) nocneasana or 1 g/24 yaca
> 350
< 15 > 4,0) He ¢ HanpaBseHa oLieHKa

H3bupanero Ha Ao3aTa TpabBa fa € ¢ noBuLleHo BHHMaHKe. [IpenopbyBa ce BHUMATENHO KIIHHHYHO
npocieasBane 3a 6€30MacHOCT H eHMKaCHOCT.

Tleya < 40 kg

BezonacHocTTa M eprikacHOCTTa Ha 3uauMLed, NpUIIOKeH KaTo HelpeKbCcHaTa HH(Y3HS NPH AeLa C
6b6peuno yspexaaHe H < 40 kg, He ca ycraHosend. IIpenoprusa ce BHHMATETHO KITHHHYHO

npocneAssaHe 3a He30nacHOCT U epUKACHOCT.

Ako0 ce npunara HenpekbcHaTa HHAY3HA NpH Aeua ¢ Op0peuH0 yBpeKaaHe, KpeaTUHHHOBUAT KIIHPBHC
TpsAOBa J1a ce KOPHTHpa Criope]; TeJieCHaTa MOBbPXHOCT HIIK TeslecHaTa Maca 6e3 Ma3HHHH.

XeMoaHanu3a
CepyMHHUAT NONYXKUBOT Ha UedTazuaUM N0 BpeMe Ha XEMOJHAIH3a € OT 3 0 5 Yaca.

[Monabpxkaumia Ao3a nedrazuauM, nocodeHa B Tabnuim 5 ¥ 6 no-aoiy, Tpsadea fa 6bAe NpuiaraLa OTHOBO
cnen BCAKa XeMOAHanuaa.

IlepuTOHEanHa AUan1sa
[ledTasuaum Moxe aa OBae U3N0N3BaH NPY MEPUTOHEATIHA AHANK3A H NTPU NPOABIKUTENHA

amOyJaTopHa nepuToHeanHa auanusa (CAPD).

OcBeH MHTPaBEHO3HO, LePTa3HaAUM MOKe ia C€ BKJIIOUH B JHAIM3HATA TeYHOCT (0OMKHOBEHO 125 no
250 mg Ha 2 nuTpa AMAIK3EH Pa3TBOP).

[Ipu naumeHTH ¢ 60peyYHa HEAOCTATHEYHOCT HA NPOAB/LKHTE/IHA aPTEPHOBEHO3HA XEMOAHAIH3a HIIH Ha
BHCOKOCKOPOCTHA XeMOMUITPALIMA B OTAE/ICHHUATA 32 HHTEH3HBHA Tepanui: 1 g NHEBHO, NPHIIOXKEH KaTo
eIHOKpaTHa 1033 WK B pa3aciieHH 103H. I1pu npunokeHHe Ha HUICKOCKOPOCTHA

xeModunTpauus, cneapaiite obuyaliHaTa JO3HPOBKa 3a NALMEHTH ¢ YBpeneHa 6p0peuHa QyHKLHMA.

NpenopbKHTE 3a JO3HPaHEe, MPEOCTaBEHH B Ta0IHIMTE NO-A0Y.




Tabnuna 5: Ilpenopbky 3a o3UpaHe NPH NMPOAL/DKUTENHA BEHO-BEHO3HAa XeMohunTpalus

OcTaThuHa HGMLpT(ama 03a (B mg) NpH CKOPOCT Ha yatpagunrpauus (B

OBOpeuHa ml/min)":

KbyHKLMA 5 16,7 33,3 50

(KpeaTHHHHOB

KITUPBHC B

ml/min)
0 250 _ 250 500 _ 500
5 250 250 500 500
10 250 500 200 750
15 250 500 500 750
20 500 500 500 750

'Tlopabpxkarilara f03a c€ nNpujara Ha Bceku 12 yaca.

Tabanua 6: [Ipenopbku 3a 103MpaHe NPH NPOAbAXKUTENHA BEHO-BEHO3HA XEMOAHAIH3A

lOcTaThuHa Toaaspxalia 103a (B mg) 3a AMATH3AT ¢ 1e6UT OT

f;flpe"“a 1,01/ 2,0 Vh

(K}]’)ezl'rl::lnﬂoﬁ YnrpapunrpaunorHo HHBO (/h)  [YarpadwrrpauronHo Hueo (Lh)

KIMPLRC B 0,5 1,0 2,0 0,5 1,0 2,0

ml/min)
0 500 500 500 500 500 750
5 500 500 750 500 500 750
10 500 500 750 500 750 1 000
15 500 750 750 750 750 1 000
20 7350 750 1 000 750 750 1 000

lﬂo,un'bp}lcama'{a 1034 C¢ nNpujara Ha BCEKH 12 4gaca.

HauuH Ha NpUIoXKeHHe

Jo3aTa 3aBUCH OT TEXKECTTa, 4YBCTBUTEIHOCTTA, MACTOTO M THINA HH(}PEKIIMA, KAKTO H OT BB3pacTra H
6bOpeyHaTa pyHKUHA HA NALMEHTA.

Lle¢pTazuaum TpaOBa aa ce NpUara HHTPABEHO3HO Ype3 HHKCKTHPAHE WM oA (popMaTa Ha HRPY3HA, HIIH
IBJI60KO HHTpaMycKynHo. IIpenopbuUTeTHOTO MACTO 32 HHTPaMYCKYJTHO HHOKEKTHPAaHE € FOpHHA BbHILEH

KBaJIPpaHT Ha roJieMus MIyTeU1eH MyCcKyJl WM JlaTepanHaTa yact Ha 6eapoto. PasTeopure Ha uedrazuauMm
MOTaT Aa Ce NpHarat AMpeKTHO BB BEHATA WM Ja ¢ BhBEXK/AT B CUCTEMA NPH NALMEHTH, HA KOKTO Ce
BIMBAT NapeHTEPATHH Pa3TBOPH.

CTaHIapTHHUAT NPEeNOPBLYNATENICH BT HA MPUIIOKEHHE € HHTPABCHO3EH Upe3 HHXKEKTHPaHE HA OTJIE/IHK
JO3W UM HHTPaBeHO3HAa HelpekbecHaTa HHGYy3ua. HHTpaMycKynHO ce npuaara camo, KoraTo
MHTPaBEHO3HOTO NPHIOKEHHUE HE € BE3MOXKHO WIH HE € MOAXOAAII0 3a [TALUHEHTa.

4.3. IIporHBONOKA3ZAHHA

CBpBXUYYBCTBHTEIHOCT KBM LedTa3uaNM, KbM APYTH LedanocnoOpyHY, HIH KbM HAKOE OT MOMOIUHHTE
BelecTsa, U3dpoeHH B T.6.1




4.4. CoeuaHaJHH NpeAyHpeKICHHA H NPeANAIHE MEPKH OpH yonoTpeba

PeakuMy Ha CBPBXYYBCTBHTEJIHOCT

KakTo npu BcHukM bera-akTaMHHM aHTHOAKTEPUANHU CPEACTBA, Ca CHOOLIaBaHU CEPHO3HH M MOHAKOTa
¢daTanHM peakiiy Ha CBPBXYYBCTBUTENHOCT. B cimy4aii Ha Texkka peakLiys Ha CBPbX1yBCTBUTENHOCT,
nedyeHyeTo ¢ uedrasuanuM TpaGra He3abaBHO Ja CE NPEKPATH U Ja CE NPENPHEMAT CIEIIHY 4EKBATHH
MEPKH.

[Ipeny Ha4yaNOTO Ha TepanuATa TpaAOBa Aa ce YCTAaHOBH, JajIM B aHAMHE3aTa Ha NaLHeHTa HMa TEKKH
peaKilid Ha CBPBbXYYBCTBHTEIHOCT KbM LiepTasHANM, LePaTOCTIOPHHH WIH APYTH O€Ta-NaKTaMHH
cpeacTea. CnelanTHO BHUMaHHe Na ce 0ObpHE Ha NMAaLMEHTH C aHaMHE3a 33 CBPHXYYBCTBHUTEIHOCT KbM
aApyry 6era-nakramu, KOATO He € Oia TEXKKO NMPOIBEHa.

B®B Bph3ka C JieueHHETO ¢ LedTa3zuaHM ce cho0LIaBa 3a TEXKH KOXKHH HexenaHu peakuuu (SCAR),
BKJIIOYHTENHO CHHAPOM Ha Stevens-Johnson (SJS), TokcHuna enaepmanya Hekponusa (TEN), nekapcreeHa
peakLiHa ¢ eo3HHOMUIHA B cucTeMHH cHMIIToMH { DRESS) n ocTpa reHepanusupaHa eK3aHTEMaTO3Ha
nycTyno3a (AGEP), koHTO MOXke na ca >KMBOTO3aCTpalllaBallld MITH C JIETalleH H3XO0/, U Ca C HEU3BECTHA

YeCTOTa.
[MaunenTture TpaGea ga 6baar UHPOPMUPAHH OTHOCHO NPU3HALIMTE H CUMIITOMMTE, KaKTO U Aa 6b1aT

Ha0moJaBaHy ¢ MOBHILEHO BHUMAHHE 3a KOXKHH PEAKLIMH.

[Ipy nmosBa Ha Npu3HaLld H CHMIITOMH, MOKAa3aTeHM 3a TAKUBA peakuMu, uedrasnanm Tpadsa ga ce cnpe
He3abaBHO H Z1a c& OOMHUCIIU aNTepHATUBHO JICUESHHE.

AKO NauUeHTbT pa3BUe cepuo3Ha peakuus, karo SJS, TEN, DRESS win AGEP, npu ynorpe6ara na
ne¢TazuauM, IIpH TO3H NALKEHT JICUCHHETO HUKOra He Tpsa0OBa Ja ce 3ano4Ba OTHOBO.

AHTHOAKTEpHATIEH CIEKTLD
LledTasuaum MMa OrpaHHYEH CNEKTbP HA aHTHOAKTEpHaANH AKTUBHOCT. TOH He € NOAXOAALL 34 MOHOTeparus

Ha HAKOHW BHAOBE UHGEKIHH, OCBEH aKO MATONeHLT Beue € U3OJIMPaH H € JoKa3zaHa YyBCTBUTENHOCTTA MY
KbM Le(dTa3HANM, WIH HMa MHOT'O CEPHO3HU OCHOBAaHHA Ja C& CUMTA, Y€ Hal-BEPOATHHUAT MATOreH(H) €
MOAXOAAIIL 32 JIeyeHHe ¢ LedTaznauM. Tosa ocobeHO ce OTHACA 3a CIy4auTe, KOraTo ce o0cwxaa neucH1e
Ha NMauyeHTH ¢ faKrepMeMus U NPy ievdeHHe Ha HakTepUaleH MEHHHIHT, HH(EKUHH Ha KOJKATa H MEKHTE
ThbKaHH, HA KOCTHTE U CTaBUTE. B JorbHeHHe, e TasuAUM ce XMAPOIU3Upa OT LIUPOKOCNIEKTHPHH DeTa-
nakramasu (ESBLs) 1 npu u3bopa my 3a neueHue Tpabsa ga ce HMa npeaBu HHpOpMaLUATa 32
pa3npoOCTPaHHEHHETO HAa MUKPOOpPraHU3MuTe, KoUTO rpogyuupat ESBLs.

Konur
Konwut, cBBp3aH ¢ aHTHOAKTepHUANTHY CPEACTBA U NICEBIOMEMOPaHO3€H KOJIUT ca ChOOIIaBaHH NPU NMpUEM Ha

MOYTH BCHYKH aHTHOAKTEPUATHH CPSCTBA, BKIIOYUTETHO HePTa3uAMM, H MOTAT 13 BAPHPAT IO TEKECT OT
JIEKH 10 *XHBOTO3acTpatapainy dopmu. [Topaau Tasu nMpHyYKHa, € BAXKHO Aa C€ HMa MpeaBU TasH AMarHosa
MpH NaLUHEHTH, MPH KOUTO CE MOABABA AHApHA 110 BpeME WIM Cle/l NPHIoKEHKE Ha LedTa3nayM (BX. TOHYKA
4.8). Ilpu noTBbpKNABAHE Ha AHATHO3aTa MCEBIOMEMOPaHO3¢H KOJIMT, JleueHHeTo ¢ uedTazuanum Tpabea na
Ce NPEKpaTH H Jia ce MPWIoXKH cneudPpuiHo aneksaTHo geueHue 3a Clostridium difficile. He Tpabsa na ce
MPH/IATaT JIEKapCTBa, KOUTO MOTUCKAT NEPUCTANITHKATA.

brbOpeyHO YBpexKIaHE
CHOBTCTBALLO JIEHEHHE C BHCOKH AO3H LedanocnoprH B HEPOTOKCHUYHH JIEKAPCTBA, KATO

AMHHOTTTMKO3UIHH AHTHOHOTHLM WITH MOLIHH AMYPETHLH (HAnp. PYypOCEeMHI) MOXKE Ja OKAKE
HebnaronpuATHO BIHAHME BhpXYy 6b0peunaTa pyHKLMA.

[ledrasuanm ce enumuHrpa npesz OxOpeLUTe, NOpagu KOETO A03aTa My TpAOBa /1a ce HAMaITH CIope]
CTeNneHTa Ha yBpexkaaHe Ha OnOpeyHara QyHnkuua. [Taimenture ¢ 6u0peyHo yBpexkaane Tpabea ga ce
MOHHTOPHMPAT BHUMATENHO 32 6€30nacHOCT M epHUKacHOCT. P1ako ca chob1aBaHy HEBPOJIOTHYHK
YCJIOXKHEHHUA NPH NMalLUeHTH ¢ yBpeacHa 6b0peuHa QyHKLIUA, PH KOUTO Jo3aTa He € Oua HaMajieHa (BiK.

TO4YKH 4.2 1 4.8).




[IpexoMepeH pacTex Ha PE3UCTEHTHHN MHKPOOPTaHU3MHU

[IpOABDKUTENHOTO NPHIIOKEHHE MOXKE Ja JOBEE A0 MPEKOMEPEH PacTeXX Ha PE3MCTEHTHH MHKPOOPIaHH3MH
(Hanp. Enterococci, rebu), KOETO MOXE 1a HANOKK NMPEKPATABAHE Ha IEYCHHETO M MPHIAraHe Ha NOAXOAALIH
MepkH. [IoBTOpHaTa OLieHKa Ha CBCTOSHUETO Ha MMALMEHTA € OT ChLISCTBEHO 3HAUCHHE.

TecT U aHaNKU3 Ha B3aUMOACHCTBHATA

lle¢pTaznaum He B3aUMOACHCTBA C €H3UMHHTE TECTOBE 33 ITIOKO3YPHS, HO ¢1ab0 B3auMoAeiCTEHE
(banMBO-NONOXKHUTENHO), MOKE Nia Ce NOABH MPHU METOOUTE C peayuupaHe Ha Mex (Benedict's, Fehling's,
Clinitest).

Liedrazunum He NOBNHABA TECTA 33 KPEATHHHH C aJIKAICH NTHKPAT.

IToautneupaneto Ha Tecta Ha Coombs’ ciie npreM Ha ue(TasuaUM NPH OKOJIO 5 % OT nauUeHTUTe,
MOXXE Jia MOBJIKAE Ha KpbCcTocaHaTa npofa 3a CbBMECTHMOCT NIPU KPbBOMNPETHBAHE.

CpabpikaHye HA HATPHUH:

500 mg nmpax 3a HIDKEKLIMOHEH pa3TBOP
3umimued Tenamua 500 mg ceabpika 25,27 mg HaTpHit Ha akoH.

1000 mg npax 3a HHKEKLMOHEH WIH UHQY3HOHEH Pa3TBOP,
3uaumued Tenamun 1000 mg ceabpxa 50,54 mg HaTpuit Ha dnakoH.

2000 mg npax 3a HHKEKLHOHEH WiIH HH(Y3HOHEH Pa3TBOP,
3unumued Tenamua 2000 mg cuaspxa 101,10 mg naTpwmit Ha nakon.

ToBa TpabBa na ce KMa NpeABHA NMPH NALMEHTH, KOMTO €A Ha JUETa C KOHTPOJIUPaH NIPUEM HA HATPHIA.
4.5. B3aHMogelcTBHE C APYI'H JIEKAPCTBEHH OPOAYKTH H APYrd GOpMH Ha B3aUMOJelicTBHE
IIpoyuBanus 3a B3aHMOIEHUCTBHS Ca NPOBEACHH caMO 3a npoSeHeuua U PypoO3eMHA.

EaHoBpeMeHHOTO npunarade ¢ HepPOTOKCHYHH JIEKAPCTBEHH MPOAYKTH BEB BHCOKH JI03H, MOXKE Ja OKAKE
HeOmaronpuaTHO BAMAHUE BLPXY ObOpeunara Gpynkuua (BxK. Touka 4.4).

XnopaMQEeHHKON € in vitro aHTaroHUCT Ha uedTasuauM K apyrure uedanocnopuss. KnuHudHoTO
3HAYEHHE Ha Te3H JaHHH € HEH3BECTHO, HO NPH €AHOBPEMEHHO MPHIIOKEHHE Ha LiedTasnauM U
XJopaM(pPeHHKO, TPAOBa [1a C¢ HMa NpPeABHA Bb3MOKHHUAT aHTArOHH3 M.

4.6. PepTRAATET, 6PEMEHHOCT H KLPMEHe

bpeMeHHOCT

JaHHUTE OT MpHIaraHeTo Ha ne¢TasuuM npu OpeMEHHH XKEHH ca orpaHudeHH. [Tpu npoyuraHus BEpXyY
)KHBOTHH HE Ce YCTaHOBABA AUPEKTECH WM HHIHPEKTEH yBpexail epeKT no OTHoLIEHHe Ha OpeMeHHOCTTa,
eMOpHOHATHOTO/ PeTANHOTO pa3BHTHE, paKIAHETO K NMOCTHATATHOTO Pa3BHTHE (BXK. Touka 5.3).

3ugumued Tenamua TpsaOra aa ce npeanucsa Ha SpeMEHHH XKEHH, CaMO KOraTo IOJISUTE HA/IBUILIABAT
PHCKOBETE.

KspMeHe
[edrasuanm ce ekckpeTrHpa B MaidHHOTO MJIAKO B MAJIKH KOJIMYECTBA, H KOIaTo Ce NpHIara B

TepaneBTHYHH JO3H, HE C€ OYAaKBa /1a OKaXe €(EeKT BbPXY KbpMaueTo. Lledraznanm Moxe fa ce npunara no
BpEME Ha KbPMEHE.

DepTUINTET
HaMa HAJTUJYHBK JaHHHU.




4.7.  Edexrna BbpXy cnocobnocTTa 32 modupade 1 padboTa ¢ MAIIAHA

He ca nposexkaaHH nNpoy4YBaHus 3a BAMSHHETO BBPXY cocoOHOCTTA 3a wodHpaHe v pabora ¢ MalllvHH.
HaGnionasanu ca obaue He)KeTaHH JIEKAPCTBEHU PEAKLIMM (HArp. CBETOBBLPTENK ), KOUTO MOTaT Aa OKaXkaT
BJIMAHHE BBPXY crnocofHocTTa 32 modupaHe u pabora ¢ MalIHHH (BX.TOYKa 4.8).

4.8. HexenaHn JeKapCTBEHH peakIHH

Haii-yecTo HabmoaaBaHHTE HEXKeaHH IEKAPCTBEHH PEAKLIMH Ca €03HHOGHIIUA, TpOMOOLIMTO3a, JIEOHT Wi
TpoMGodIEOUT PH HHTPABEHO3HO MPWIOKEHHE, AHAPHA, IPEXOAHO MOBHLIABAHE HA YEPHOAPOOHHTE
EH3UMM, MaKyJIONamy/I03eH WIH ypTHKapHajieH o6puB, 60/1Ka W/ WM Bb3NaleHHe Cllel HHTPaMYCKYJIHO
MHDKEKTHpaHe B o3uTHBeH TecT Ha Kyymbe.

3a na ce onpeaex YECTOTAaTa Ha YeCTHTE W HEHECTH HEeXENIaHH PEaKLIMK, Ca H3NON3BAHH JaHHH OT
CTIOHCOPHPAHH U HECNIOHCOPUPAHH KIIHHHYHY NPOYYBaHHA. 32 BCHYKH APYTH HEXENaHU peakilid 4eCToTaTa
e ofnpeaeieHa NPeAMMHO 4Ype3 NOCTMAapPKETHHIOBH IaHHU Y €€ OTHACA TM0-CKOPO 3a ITPOLICHT Ha JOKIA/BAHE,
OTKOJIKOTO 3a peanHa 4ecTora. [Ipu BCAKO rpynupaHe B 3aBHCHMOCT OT HECTOTATa, HEKETAHUTE JIEKapCTBEHH
peakiLUHM ce U3GPOABAT B HU3XORAIL peli MO OTHOLIEHHE HAa TAXHATa CepHO3HOCT. M3Mon3BaHa € clieiHaTa

KIacH(HKALIHA HAa 4eCTOTaTA:

Mtoro yecth (= 1/10)

Yectu (2 1/100 go < 1/10)
Heuectst (2 1/1 000 po < 1/100)
Peaxu (2 1/10 000 go < 1/1 000)

Msoro peaxu (< 1/10 000)
C HeusBecTHa YecToTa (OT HAIMYHHTE AaHHH He MOXKe Aa Ob/ie HAMpaBeHa OLIEHKA)

Cucremo-opraneH | YectH Heuectu MHuoro penxu HeussecTHa
KJ1ac YyecTora
UndeklHU U Kanaunosa
HH(pEeCTauHUH (BKIIHIOYHTENHO
BarHUT M
opasHa
KaHAW03a)
HapyiueHnus Ha Eo3unodunus, Heyrponexnus * ArpaHyJOLMTO3a
KPBBTA U TpoMboLuTO32 JlesxoneHus XeMonuTH4YHa
aumdHaTa cucTeMa TpombounroneHus aHEMHS
JlumpouuTosa
HapylueHnusa Ha | Anadunakcus
HMYHHATA CHCTEMA (BKJIIOUYHTEJIHO
OpoHxocnazbm
W/ WIH
XHIMOTOHHUA)
| (BXK. TOUKA 4.4)
Hapywienns Ha ["naBobonue Hesponoruuuu
HepBHaTa CUCTEMA 3amMagHOCT yc [N—
[Tapecre3un
CoosHu P nedbuT mwiu
HapYLIEHHS TpomOodnebuT npu
WHTPABEHO3HO
NPHUAOKEHUE




ypea, KpbBHO-
YPEHHHUA a30T
W/Wnu

CromaiHo-upesHu | Jduapus Huapua win Jlow BKyc B ycTaTa
HapyuIieHHus KOJINT,
CBBP3aHM C
aHTUOAKTEepHATH
U cpe,ucmaz(a}lc.
TOUKa 4.4)
KopemHa 6onka
["agene
[loBpbiuane
Xenarobunuapuu | Ilpexoauo XpareHuua
HApYIICHUA [MOBUILIABAHE HA
HUBATA HA €HH
WIH [OBEYeE
qepunngoﬁnn
€H3UMH
Hapyiienns Ha Makynonamynosed | CopOex TokchyHa
KOXATA M WIH YPTHKapUaneH enuaepMalIHa
[IOJIKOXKHATA ThkaH | oOpuB HEeKpOJIH3a
CHBapoM Ha
CTupbHC-
JKOHCHH
Eputrema
MYyJTTH]OpME
AHrHoenem
OcTtpa
reHepaH3MpaHa
€K3aHTEMaTo3HA
nmycrynosza (AGEP)
DRESS*
HapyuieHus Ha IlpexonHo HurepcTHuManeH
OnbpeluTe 1 MTOBHLIABAHE HEPPHT
MHKOYHUTE ITbTHLIA Ha Octpa 650peuna
CTOMHOCTHTE HEAOCTATEYHOCT
Ha KPbBHATA

CepYMHHS
KpeaTHHHH

Obiwuu Hapyiienua |bonka w/unm [loBHweHa

M eeKTH Ha MACTOTO |Bb3MANEHHUE ClE TeMneparypa

Ha UHTPAMYCKYJTHO F

{MpUIOKEHUE NpUIOKEHHE

H3cnensanus [onoxuTenen Tect |

, Ha Kyymﬁcs

1
HMa crobuenns 3a HEBPONOTHYHH NMOCIEARLM, BKIIOYHTENHO TPEMOD, MHOKIIOHHS, [ife
eHuedanonaTHa U KOMa fpH nalueHTH ¢ 6s0peyuHo yBpeXxate, IpH KOKTO A03aTa W

3unumuedTeHaMuaHe € NOAXOAAINO pEAYLIHpaHA.

? napusaTa U KONUTHT MOXe Aa ca cebp3and ¢ Clostridium difficile u Moxe aa ce

ncesaoMeMbpaHo3eH KOJIUT.




* AJIAT (SGPT), ACAT (SOGT), LHD, GGT, ankanua ¢ocdarasa.
* MIMa peaku choGLIEHHS, NPH KOUTO BB3HUKBaHETO Ha DRESS ce cBBbp3Ba ¢ ynoTpebara Ha nedrasuaum.
> Tloautusex Tect Ha KyyM6c moxe 1a ce Habmoaapa npu okoo S % OT NauMeHTHTe H MOXKe

Ja OKaKe BIMAHHE BbPXY KPBCTOCAHATa Npoba 3a CbBMECTHMOCT NIPU KPBBOMpPEJIHBAHE,

CrobilapaHe Ha NOAO3HPAHH HEXKENAHW PEaKIIHH

Crbo0LaBaHeTo Ha NOAO3MPAHM HEXKEIIAHH PeakliM Cliefl pa3pellaBaHe 3a ynotpe6a Ha lekapcTaeHHSA
MPOAYKT € BaXKHO. TOBa no3BOJsIBa 1a NPOAB/DKH HAOMOAECHHETO Ha CHOTHOLIEHHETO TI03a/PHCK 34
NIEKApCTBEHHA MPOAYKT. OT MEAULIMHCKATE CIIELIMAJIMCTH Ce H3MCKBa Aa CHOOIABAT BCAKA NOJO3HpaHa
He)KEaHa peakLMs Ypes HALMOHAIHA CHCTeMa 3a chroblaBaHe:

H3nb/HuTeIHA areHIAS N0 JEKAPCTBATA
yi. ,,Jlamsan ['pyes* Ne 8, 1303 Codus
Ten.:+35 928903417

YebeaiT: www.bda.bg

4.9. Ilpeao3mpane

IIpenoszupaHeTo MOXE Ja NOBEAEC A0 HEBPOJOTHYHU YCIOXKHEHHSA, KaTo eHledanonaTHs,
IFbPUYOBE H KOMA.

CHMNITOMH Ha nNpeAo3upaHe Morar fa ce HabnioaaBar, ako Jo3aTa He € NOAXOMAIO PeayLHpaHa MpH
naumeHTH ¢ 0BOpeyHo yBpekaade (Bxk, Touku 4.2 1 4.4).

3a peyLMpaHe Ha CEpYMHHMTE HHMBA Ha LiedTa3HAHUM MOXKeE J1a ce MPHIOKH XeMOIHANU3a HilH
MEpPUTOHEANTHA AHAJTHA3A.

3. ®APMAKOJIOTHYHU CBOHUCTBA

3.1 dapMakoIHHAMHYHHE CBOHCTBA

QapmaxoTepaneBTHYHA rpyna: AHTHOAaKTepUaIHH CpeicTBa 33 CHCTEMHO NPHIOKEHHE,
Tpera resepauns uedpanocnopunn, ATC koa: JO1DDO2.

MexaHU3bM Ha AelCTBUE

Llegrasunum naxnbKHpa CHHTE3aTa Ha DakTepranHaTa KJIEThYHA CTEHA, KATO Ce CBBP3BA ¢ NEHHLIWIUH-
cebp3Balu nporeMHHn (PBPs). B peaynrar Ha ToBa ce npekparaBa CMHTe3a Ha NMENTHAOMIHKAH, KOETO
BOJM 0 JIU3UPAHE U CMBPT Ha DakTepUaliHaTa K1eTKa.

Bpbaka dapmMakokuHeTHKAa-hapMaKoIHHAMHKA

3a uedanocrnopHHHTE Hal-BAXXHUAT apMaKOKUHETHYEH-(hapMaKOAHHAMHYEH UHAEKC, KOPEIHpall ¢
in vivo epeKTHBHOCTTa € MPOLICHT OT AO30BHA HHTEPBAN, KbACTO 3a OTAE/IHM TAPreTHH BHIOBE HECBHLP3aHMUTE
KOHLICHTpalMH HaJBHIIaBaT MHHHUMAaNHaTa HHXHOHTOpHA KoHLeHTpalua (MIC) Ha (Hanp. %T > MIC).

MexaHH3BM Ha PE3HCTEHTHOCT
bakTepuanHata pe3MCTEHTHOCT Ha uechasﬂnHM MOXKe Ja C€ ABJDKH Ha €AWH WIH MTOBeYe OT CJIEJHUTE
MEXaHHU3IMH:

. beranakramasHa xunposusa. Lledrazuagum Mmoxe ga ce XHAPOIU3nUpa €(PHKACHO OT
IUHpoKocnekTbpHH OeTanaxraMasu (ESBLs), sxniountento ceMeiictsoro Ha SHY Ha ESBLs, xakto u

I'pam-ompuyamennu éuooee

. ITonwkeH apHHHTET HA NEHULWNIUH-CBBP3BALIUTE NPOTEHHH 3a HedTas
. HenponycknusocT Ha BuHIIHATA MeMOpaHa npu I pam-ompuyamennume)
KOETO OrpaHHYaBa J0CTHI1A Ha LedTa3uHM 10 NEHHLIWIKH-CBBP3BAILMTE NPOTE




o BaxkTepuanHi noMmnu 3a edayke

[ paHUYHU CTOHHOCTH

["'paHHyHHUTE CTOMHOCTH HA MMHUMAJTHaTa HHXHOWTOpHA KOHLeHTpauusa (MIC), onpenenens ot
EBponeiickna KOMHTET 110 U3cneaBaHe Ha aHtHOakrepaniHaTa vyscTBuTennoct (EUCAST), ca cneanure:

MHUKpPOOPraHH3BEM ['pariuynu cToriHOCTH (Ing/L)
S | R
Enterobacteriaceae <1 2-4 >4
Pseudomonas aeruginosa <87 - > 8
['paHH4YHU CTOHHOCTH, KOHTO <4 8 > 8
HE Ca CBBbpP3aHH ¢ KOHKPETEH
BUA®

S = yyscTBHTENEH, I=HHTEpMenHepeH, R = pesucTeHTeH.

T'paHHUHKTE CTOWHOCTH CBLP3aHH ¢ BUCOKH 403 (2 g X 3).

‘I"paHMUYHHTE CTOMHOCTH, KOUTO HE Ca CBBbP3aHH ¢ BHAA, Ca ONpeaeNeHH IMaBHO Bb3 ocHoBa Ha GK/D]]
NAHHH H He 3aBHUCAT OT pasnpeaeneHneTo Ha MIC 3a cnegudn4unanTe Buaoe. Te ce H3N0M3BAT caMo 3a
BHAOBE, KOUTO HE ¢a 36poeHU B TabnuuaTa unu B OeNexXKUTe KbM TEKCTa.

MukpobuoAOrH4Ha 1y BCTBHTEIHOCT
PasnpocTpaHeHHeTo Ha MpUAOOHUTATA PE3UCTEHTHOCT MOXKE [la BapHpa reorpad)Ckv H ¢ BpeMeTo U 3a
OTHETHUTE BHAOBE, U TpAOBa Aa ce UMa NpeABUJ JIOKATHATa HHQOpMALMA 32 PE3MCTEHTHOCTTA,
ocobeHo npH nedeHne Ha TeKKH HHpekurn. [Ipu HeobX0AMMOCT, KOFaTO YeCTOTATA Ha JIOKATHATA
PEKCTEHTHOCT € TAKARA, Y& MIOCTaBs NOJA CBMHEHHE CIIELIMAIMCTH, KOraToO MECTHATA YeCTOTa Ha
PE3UCTEHTHOCT € TaKaBa, 4¢ MPHIOXKHMOCTTa Ha LieTa3uauM, NPH NTOHE HAKOK THINOBE HHPEKLIHH,
CTOH IOJ BLIIPOC.

BuaoBe, KoHTO OOHKHOBEHO CA YYBCTBHTEJ/IHH

I"pam-nonoxHUTeIHH aepodu:
Streptococcus pyogenes

Streptococcus agalactiae
'pam-oTpuLIaTENHH acpobu:
Citrobacter koseri
Haemophilus

influenzae

Moraxella

catarrhalis

Neisseria

meningitidis

Proteus mirabilis
Proteus spp.

(apyru)
Providencia spp.




BI_IEOBE, HPpH KOHTO ﬂEHEﬂﬁHTﬂTB PEIHCTEHTHOCT MOKE 1A € I]EﬂﬁJ'IBM

['paM-OTpHULIATEIHH
aepodu:

Acinetobacter baumanni:£+

Burkholderia cepacia
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Klebsiella spp. (apyrs)
Pseudomonas aeruginosa
Serratia spp.

Morganella morganii

| paM-nosoKUTENHH aepobu:
Staphylococcus aureus’
Streptococcus

pneumoniae**

Viridans group strepfococcus

' paM-NIoNIo)KHTETHY aHaepoOH:
Clostridium perfringens

Peptococcus spp.
Peptostreptococcus spp.

' pamM-oTpHUATENHH aHaepodu:
Fusobacterium spp.

MHKDPOOPDTraHH3MH ¢ BPOAEHA PEIHCTEHTHOCT

[‘paM-nonoxxUTeNHH aepobHu:
Enmepoxoxu, sxi. Enterococcus faecalis v Enterococcus faecium

Listeria spp.

["paM-nonoXUTENHY aHAEPOOH:
Clostridium difficile

['paM-oTpHLIATEIHM aHacpoOH:

Bacteroides spp. (MHoro aMoBe Ha Bacteroides fragilis ca pe3HCTEHTHH).

Hpyru:
Chlamydia spp.
Mycoplasma spp.

Legionelia spp.

- MeTHLUMIHH — YYBCTBUTEHHTE S. qureus UMAT MPUCHILA HUCKA YYBCTBUTENHOCT KbM
LnedTasuauM.
BcyUYKM METHUMIHH-PE3UCTEHTHU S. aureus ca pe3UCTEHTHH HA Lie(Ta3U UM,

3, 5 pneumoniae, KOUTO 10KA3BAT HHTEpMEAHEPHA YYBCTBUTETHOCT HIH €A
PE3UCTEHTHH Ha MEHULIMIIHH, MOJXKe Jla c€ OYaKBa Hail-MallkO HaMaleHa YyBCTBHTEIHOCT

KbM LiePTa3zuaum.
+ BHCOKHM HMBA Ha PEe3UCTEHTHOCT ¢a HaGmOAaBaHH B €JHA HAM NOBEYE

obnacTv/abpKaBH/perHoHH B paMkuTe Ha EC.




5.2 PapMaAKOKHHETHIHH CBOHCTBA

Abcopbuus

Cnen MHTpaMycKyHO npwioxkenye Ha 500 mg u | g uegrazuaum, 3a KpaTKko BpeMe ce NOCTUTaT
BbPXOBH IJIA3MEHH KOHLICHTPaLMH CbOTBETHO OT 18 1 37 mg/l. [ler MUHYTH Cleq UHTpaBeHO3HA
oonyc uixkexuua Ha 500 mg, 1 g nim 2 g, nnasMeHuTe HUBA ca ChOTBETHO 46, 87 1 170 mg/l.
KuHeTvunuTe nokasaresii Ha nedra3zuauM ca TUHEHHH NpH eJHOKpaTHa 403a B paMkuTe Ha 0,5 102 g

CJIEA MHTPABEHO3HO WA HHTPAMYCKYTHO NPHIOKEHHE.

PasnpeneneHue
CeBbp3BaHETO Ha LieTa3HAMM C IUTa3MEHHATE NPOTEHHH e cnabo, okoso 10 %. KoHuenTpauuu, HaasUiaBaiu

MIC 3a noBeueTo MAaTOTEHH, MOTaT 4a ¢€ AOCTHIHAT B KOCTHU, MMOKApJ, )KI'bUKa, XpayKkH, BbTPEOYHA TEHHOCT,
CHHOBHAITHA, TUIEBpAIHA H NePpUTOHEATHA TeuHOoCT. LledTasuauM necHo npeMHHaBa rpes MalueHTaTa i ChLIo
TaKa ce OTae/s ¢ kKbpMaTa. [IpeMHHABAHETO NTPe3 MHTAKTHA KPBBHOMO3b4HA DapHepa e ci1abo, kaTo ce

YCTAHOBABAT HUCKH KOHLUCHTPALIHH Ha ].lquTﬂBHﬂPlM B RCHTpa/IHATA HCPBHA CHCTCMaA [1pH JIMIICA Ha
Bb3MTaNCHHL. BLHPBKH TOBA, B LEHTpAJIHATAa HEPBHA CHCTCMaA [1PpK BB3MNaJI€HHE HAa MEHHHTHTE MOXE Jia CC

YCTAHOBST KOHLIEHTPALMH Ha LeQTasuAUM B CTOMHOCTH OT 4 10 20 mg/l Wik no-BUCOKHU.

buorpancdopmanus
Lledrasnaum He ce MeTabonusupa.

EndMUHHDpaHE

Cnen napeHTEpaTHOTO NPHUACKEHHE MJIA3MEHHUTE KOHLIEHTPALIMH C€ NOHMKABAT C BPEME HA TMOMYKHUBOT OKOJIO
2 yaca. [edTasHaHM Ce EKCKpeTUpa HETIPOMEHEH C YPUHATa upe3 rnoMepynHa ¢unrpaums karo 80-90 % or
npHeraTa A03a ce OTKPHBA B YpUHATa B paMKHUTe Ha 24 yaca, [To-Manko ot 1 % ce u3mpuBa upes XUrbuKara.

Cneudanyy rpyny NalMeHTH

bvbpevno yspexcoane
EnuMuHvpaHeTo Ha nedTasdauM e 3adapeHo MpH NaLHUeHTH ¢ yBpeacHa On0peuna ¢pyHkuus ¥ ro3ara TpaOBa

1a ce HaMalH (B, TOuKa 4.2).

Yeprodpobro yspescoane

HanuuneTo Ha neka RO YMEPEHO TeXKa YepHOoApoOHA AMCPYHKIMA HAMA €PEKT BBPXY
dapMakoKHMHETHKATA Ha LieQTazHAUM [IPH XOpa, Ha KOMTO € NMpHIAarala 103a 2 g UHTPABEHO3HO Ha BCEKH
8 uaca 3a 5 aHH, npH ycaoBue Ye ObOpeyunaTa QyHKLMA HE ¢ OHUna yBpeacHa (BxkK. To4ka 4.2).

Iayuenmu e cmapuecka ev3pacm
HaMmaneHusT KIHPBHC, HAONIOAaBaH NIPH MALKMEHTH B CTapYecKa Bb3pacT, ce € AB/DKA ITIaBHO Ha

BB3PAcTOBO 00yCOBeHUA HaMaieH 6b0pedeH KNHpBHC HA uePTazuauM. CpeAHHAT HOLYKHBOT Ha
eJIMMUHHUpaHe ¢ OUA B paMKHTE Ha 3,5 o 4 4yaca ciel NPHWIOXKEHHE Ha €THOKpaTHa 1032 WIH
7-MHEBHO MHOTOKpPATHO I[IPHJIaraHe [Ba ITbTH AHEBHO NO 2 g HHTPABEHO3HA 6OTYC HHDKEKLIMS MPH
[IallMeHTH Ha BB3pacT 80 U NoBeye roAMHH.

Ieouampuuna nonyrayus
Cnen npuioxeHue Ha 1034 oT 25 a0 30 mg/kg ce Habmopaea yaABDKEH NOMYXKHBOT Ha Lie(Ta3HAHM NpH
peXACBPEMEHBO POAEHH H HOBOPOJAEHH B TepMHH (0T 4,5 no 7 gaca). Cnen HaBbpllBaHe Ha 2-MeceyHa

BB3PACT, BPEMETO Ha MOJTY)KMBOT € B PAMKHTE Ha TOBA 33 Bb3PacTHH.

5.3 lipeAxnEHAYHE JaHHA 32 Ge3onacrocT

HexIHHHYHHTE AaHHH HE MOKa3BaT 0cO0eH PHUCK 3a XxopaTa Ha 06a3a Ha (papMaKoJIOT W
0e30MacHOCT, TOKCHYHOCT MPH MHOrOKPaTHO NMpHJaraHe, F’eHOTOKCHYHOCT, PENpPOAY,
ca MPOBEXKAaHH NPOYYBAaHHA 332 KAPLIMHOIEHHOCT ¢ LiedTazuamM.



6. @®APMAIEBTHYHM JAHHU

6.1 CnachbK HA NOMOIOHHTE BellleCcTBA
Harpues kapGonar, 6e3poaeH

6.2 HecLBMECTEMOCTH

Pa3TBOpeH B HaTpHeB OMKAapOOHAT 3a HHIKEKTHpaHe, uedTasyuauM e NO-ManKo cTabKuneH OTKOJKOTO B IPYTH
MHTpaBeHO3HHU Te4HHOCTH. He ce npenopruBa M3M0J3BaHETO HA HATPHEB OHMKapOOHAT KaToO pa3TBOPHTEI.

[edTasnaum 1 aMHHOIIMKO3UWAHU HE TPAOBA Na ce CMECBAT B €1Ha CIIPUHLIOBKA WIH CHCTEMA.

CooflaBa ce 32 NpeLMITMTHPaHe Ha Pa3TBOpa NpK J0O0aBsHe HA BAHKOMHLIMH KbM pa3TBOpeH uedrasuaum.
Ilpu nocnenoBaTeTHO NPHIOKEHHUE HA TE3H JIBE BENIECTBA, C€ NPenopbiBa HHPY3IHOHHHTE CHCTEMH H

UH(Y3HOHHHUTE KAaTETPH Ja ce ITPOMUBAT.

6.3 Cpok Ha roanoct
24 Meceua

Cnen pasreapsHe:
[IpvroTBeHUTE Pa3TROPH MOTAT Aa CE ChXpaHsABaT B XnaaAwinHUk (2 - 8°C) ao 7 yaca.

6.4 CoenHajdH YCJIOBHS HA ChXPAHEHHE

Ha ce cexpaHsasa nnoa 25°C.
Ja ce chbXpaHaBa B OpHIHHAJIHATa OMAaKOBKa, 3a Jia Ce MpeAnasH OT CBET/IHHA.
3a ycnoBUATA HA CbXPaHEHHE Clie]] pa3TBapsiHE HA JICKAPCTBEHUA NPOAYKT, BIOXKTE To4Ka 6.3.

6.5 Bra ¥ cpABPKAHRE HA OIAKOBKATA
IIpax 3a nHKeKIHOHEH pa3TBop oT 500 mg
IIpax 3a aExeknaonen/ AHQY3HOHEeH pa3TBOpOoTrlgnl g

3a 500 mg, 1 g:
15 ml Ge3usernu cToiICHH ¢nakoHd Tun Il, 3aTBopeHu cbC CHBa CHNIHKOHH3HpaHa OpomobyTiiosa 20 mm
rymMeHa sanyuanka, Al-obkarka 1 20 mm oT4yynpaiua ce Kanauka.

KaproHena KyTHa ceabpkaina 1 ¢pnakon x 15 ml.
KaproHeHu KyTuu ¢cpabpxaiiu 10 ¢pnakona x 15 ml.

3alg
20 ml 6e3useTHn cTeneHU pakonu Tun 1, 3aTBopeHH chC CHBa CHIITMKOHH3KWpaHa 6poMobyTunosa 20 mm

rymeHa sanywanka, Al-obOkarka u 20 mm oTuyynsama ce karmnavka.

KaproHena KkyTua cpabpxkaiia 1 ¢pnakod x 20 ml.
KaproHenu kytuu ceabpxauiy 10 ¢gnakona x 20 ml.

6.6 CoenHAAHH NpeANAIHHE MEPKH NPH HIXBLpJagHe ¥ paboTa

dnaxonute 3uauMued TeHaMHL ca ¢ MOHWKEHO HandraHe. Criel pa3TBapsAHe HA NMPOAY
OcBOOOKAABa BBINIEPOAECH HOKCH/ U HaJIAraHeTO CTapa NojiokuTenHo. Hanuurero Ha

OT BBIVIEPOACH AUOKCHU B MPHUIOTBEHHA Pa3TBOP MOXKE Aa C€ UrHOpHpA.

. \\Wnﬂ .



HHCTPYKLIMH 33 IPUTOTBAHE

Buxre Tabnnnara 3a JOTBJIHATENHN 00EMHA B KOHLICHTPaUHMH Ha pa3TBOpa, HeOOXOAUMH NMpH
(ppakLHOHHpaHO NpUJIaraHe Ha JO3MTeE.

Pa3mep Ha ¢rakoHa KonuuecTro
PasTBOPHUTEN, KOHTO

[Ipubnusurenna
KOHLEHTpaLVs

TpabBa aa ce nobapu(ml) | (mg/ml)

500 mg npax 3a MIDKEKLIHOHEH pa3TBOp

500 mg HHTpamyckynHo 1,5 ml 260

HHTpaBeHO3HO 5 ml 90
bonyc

| g npax 3a MH>KEKLIHOHEH WM HHPY3HOHEH Pa3TBOp

I g HHTpaMyCcKyJHO 3 ml 260
HurpaBeno3Ho 10 ml 90
bosrycHo

sk
HuTpaeeHosHa >0 m 20
HH]Y3H * NoGaBgHETO Ha
Pa3TBOPHUTES € Ha ABa
eTara.

2 g npax 3a HHXEKLUHOHEH WK HHQPY3HUOHEH Pa3TBOp

10 ml 170
50 ml* 40

2g HuTpareHO3HO
OonycHo
HHTpaBeHo3Ha

HHY3UA

* NobGaBsaHeTo Ha
pa3TBOPHUTEN € Ha JIBA
eTana

[TonyuyernaT obem Ha pa3TBOpa Ha USPTA3HIUM B Pa3TBApALla Cpelia C€ YBEJIHYABa MOpajH
KOC(HULIHEHT Ha U3MECTBAHE Ha JIEKAPCTBCHUSA MPOAYKT, KOSTO BOAH A0 NPEACTABEHHUTE B TaONMULaTa

KOHLIEHTpaluH B mg/ ml.

LiBeTtT Ha pa3sTBOPHUTE BapHpa OT OACHOXKBIT A0 KeXJAUDapeH, B 3aBHCHMOCT OT KOHLIEHTPALIKATA,
pasTBOPHUTENA H YCAOBHATA HA CbXpaHeHHe. [IpH crazBaHe Ha MPENnOPBKHTE, €(PMKACHOCTTA HA NPOAYKTA He
ce BIHAe HeOIaronmpHATHO OT TAKHBA BapHALIMM B LIBETA.

3unumued Tenamun B KOHUECHTpaMA Mexkay 1 mg/ml n 40 mg/ml e cbBMeCTHM CBC CIEAHUTE PA3TBOPH:
HaTpues xJiopua 9 mg/ml (0,9 %) pasreop 3a HHXKEKTHpaHe

M/6 HaTpHEB JIAKTAT 38 HHKEKTHPAHE

CMECCH pa3TBOP HAa HATPHEB JIAKTAT 3a HHKEKTHpaHE (pa3TBOp HA XapTMaH)
5 % mekcTpo3a 3a HHXKCKTHpaHE

(0,225 % HaTpueB XJIOPKUA 4 5 Y ASKCTPO3a 34 HHXKCKTHPAHE

0,45 % HaTpueB xopua H 5 % AeKCTpo3a 3a HHXKEKTHpaHe

0,9 % HaTpueB xnopua M 5 % AekCTPO3a 3a HHKEKTHPaHE
0,18 % HaTpueB xsopun 4 4 % AEKCTPO3a 32 HHIKEKTUPAHE




10 % pexcTpo3a 3a KHXKEKTUPAHE

HekctpaH 40 3a urxektupane 10 % B 0,9 % HaTtpues xuiopua 3a HH)KEKTHpaHe
Hekctpan 40 3a urxkektupane 10 % B 5 % aekcTposa 3a HHDKEKTHpaHE
Hexctpan 70 3a ukekTupane 6 % B 0,9 % natpuen XOPHI 32 HHXKEKTHpaHe
Hexkcrpan 70 3a urmkextHpane 6 % B 5 % gekcTpo3a 3a MH)KEKTHpPAHE.

3uaumiied Tenamup B koHueHTpauuu Mexay 0,05 mg/ml u 0,25 mg/ml e ceBMecTHM ¢ pa3TBOp
32 HHTpanepuTOHeanHa Auanusa (J1aKTar).

3uguMued TeHaMua 38 HHTPaMYCKYJTHO NpHAOKeHHe Moxe 1a Opae paztsopeH B 0,5 %o unu 1 %
NUAOKAWH XUAPOXJIOPHA 34 HHIKEKTHPAHE.

anI‘OTBHHe Ha Pa3TBOPH 34 HHTPDABCHO3IHO (60.]1!0] WHXKXCKTHPAHE.

. BnBeaere urnara Ha CpUHLIOBKATa BHB (MlaKkOHA NPE3 3aMy1IAIKATa My U HHDKEKTHpATe
HeoOX0AMMOTO KOTHYECTBO pasTBOpHTEN. BakyyMbT MOXKE Ja TIOANOMOTHE HABJIU3AHETO Ha
pa3TBopuTensa. OTCTpaHETE HIlATa Ha CIIPHHLIOBKATA.

2. Pazknarete akoHa, 3a fa pa3TBOPHTE: OTAENA C€ BbIVIEPOAEH NUOKCHA U cliefl 1 10 2 MUHYTH ce
nojay4asa OUCTHP pa3TBOp.
3. O6npHeTte dnakoHa. C 6yTajioTO HaTHCHETE JOKpai, BKapalTe Hriaara Ha CIIpHHLIOBKATA Mpe3

3anyiuaikara Ha gnakoHa U U3TerneTe BCHYKHA pasTROP B CIIPHHLIOBKATA (HaAraHeTo BB (p1akoHa MoXxe
Ia NOOTIOMOTHE M3TETIAHETO). YBepeTe Ce, Ue Ur1aTa OCTaBa B Ppa3TBOPA U HE HAB/IH3a BbB BbPXOBOTO
NMpocTpaHCcTBO. M3TerneHUaT pasTBop MOXe Aa ChAbPKa MaJIKU MeXypueTa OT BBIJIEPOJAEH JHOKCH]L; T€

MOTAaT /]a C€ UTHOpUpaT.

Tean pa3TBOpH MOTAT Aa CC Npwiarat AUPCKTHO BBB BE€HATA HWJIH a C€ BBBEAAT B CHCTEMaA, aKO
[TALHEHTDHT € Ha ITAPCHTCPAaJIHH BJIHBAHHA. I_IECbTﬂBH,[IHM € ChBMECTHM C HAaH-4YEeCTO H3TIONI3BAHUTE

HHTPABCHO3HH Da3TBOPH.

IlpuroTegHe Ha pa3TBOP 3a HHTPaBEHO3HA UH(Y3IHA OT LIE MM HHXKE B CTAHAAPTHH IaKOHH
(KOMIUTEKTH ¢ MHHMCAK WIH ¢ BropeTa):

[Ipurorsere, kato u3nonssare oo 50 mi (3a dnakonu ot 1 g U 2 g) ceBMECTHM pa3TBOPHTEN, KOHTO ce
npubapa Ha J[BA erana, kakTo € ONHUCaHO NO-A0TY.

1. BnBeaere MriiaTta Ha CIIpHHIIOBKATa Npe3 Kanaykara ¥ Hkektupaiire 10 ml ot pastBopuTtens.
2, OrcTpaHere urnara u paskiarere (uiakoHa Ao noiny4yaBaHe Ha OHCTBP pa3TBoOP.
3. He BnBexpatite urna 3a ocBoboxaBaHe Ha Bb3AyXa, OKATO MPOAYKTHT HE CE€ Pa3TBOPH.

Boeenete uria 3a ocBoG0KAABAHE Ha BB3AYX Mpe3 3allyLiajikaTa Ha (iakoHa, 3a a 0CBOOOAMTE BETPELIHOTO

HaJIATaHeE.
4, [IpexpbpaeTe NpUroTBEHHs pa3TBOP B CHCTEMATA, Mpe3 KOATO 1ie ce mpuwiara (Hanp. MHHHCAK UITH

Oropera), KaTo AoGaBUTE pa3TBOPUTEN AO NOMyHaBaHe Ha obLl 0beM ot Hak-Manko 50 ml u npunoxere upes
MHTPaBeHO3Ha HH(Y3ud 3a nmeproA ot 15 go 30 min.

3abenexka: 3a fa ce 3ana3y CTEPUNIHOCTTA Ha JIEKAPCTBOTO, € BaXKHO HIiaTa 3a ocBo00XkAaBaHe Ha BB3AYX Ja
He ce BbBexK/a Mpe3 3amy1ianKaTa Ha Gp1akoHa NMpeay pa3TBapAHE Ha MPOAYKTA.

Bcenuku ocTaThyHA aHTHOMOTHYHHK PasTBOPH TpaOBa a ce H3XBBPAAT,

3a eqHOKpaTHa ynotpeda.

HeusnonspaHuart [TPOJYKT WJIH OTIIAAHHTE MaTCpHaNH OT HEI'O TpHﬁBﬂ na CC UIXBhP
MCCTHHUTC H3UCKBAaHHA.



7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Tenamun IOpsn EOO/.

yn. ,, Yapnz Hapeun® Ne3, rp. Copus 1113
brvarapus

Ten.: +359 2 963 1328

Pakc: +359 2 866 5107
8. HOMEP(A) HA PASPEINIIEHUETO 3A YIIOTPEBA

PernctpallHOHEH HOMEP:

Zidimcef Tenamyd 500 mg: 20200028
Zidimcef Tenamyd 1 g: 20200029
Zidimcef Tenamyd 2 g: 20200030

9. IJATA HA ITBPBO PASPEMMMABAHETIOJHOBSIBAHE HA PA3PEINIEHHMETO 3A
YIIOTPEBA

IlaTta Ha mepBO paspeiaBane: 25.02.2020 r.

Jlata nHa nocneaHo NOQHOBSBAHE!

10. JHATA HA AKTYAJIMINPAHE HA TEKCTA

08/2024




