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RARTEE PP w ¥,
“ P2 g g g

Amnuumnnnn/Cyndakram Anta®apma 1 g/0,5 g npax 3a nHxekuHOHeH/MHBY3MOHEH pa3TBoOp -
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g powder for solution for injection/infusion

1. UME HA JIEKAPCTBEHMUSI ITPOAYKT

Amnuuunun/Cynbakram Anra®apma 2 g/1 g npax 3a MHKXeKUHMOHeH/MH]Y3HOHEH Pa3TBOP
Ampicillin/Sulbactam AptaPharma 2 g/1 g powder for solution for injection/infusion

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB

Amnuyunun/Cyroakmam Anma@apma 1 g/0.5 g npax 3a UHIICCKYUOHEH/UHGDYIUOHEH PA3MEOD
Beekn duiakon cbabpka 1,0 g amnuumunuu,(kato amnuuuanu Hatpuit) (ampicillin (as ampicillin
sodium)) v 0,5 g cynbaxram, (karo cynbakram Hatpuit) (sulbactam (as sulbactam sodium)).

Amnuyunun/Cynoakmam AnmaPapma 2 g/l g npax 3a unscexyuonen/undyzuoner pazmeop
Beeku daakon cvabpika 2,0 g aMnuumanH,(KaTo aMnuuUInH HaTpuH) (ampicillin (as ampicillin
sodium)) v 1,0 g cynbaxram, (kato cynGakram Hatpuit) (sulbactam (as sulbactam sodium)).

[loMOuUIHK BellecTBa ¢ M3BECTHO NEeHCTBUE

Beeku dakon Amnnunnnn/Cynbakram Anra®apma 1 g/0,5 g npax 3a HHIKEKUIHOHEH/MH(Y3HOHEH
pa3TBop chabpka 115 mg (5 mmol) HaTpuii.

Beeku dakon Amnuuunun/Cynbakram Anra®apma 2 g/1 g npax 3a HWHKEKLIMOHEH/UH(DY3HOHEH
pa3TBOp cbabprka 230 mg (10 mmol) HaTpwii.

3a MbJIHKUA CIMTUCHK HA MOMOLIIHHUTE BELUECTBA BUIKTE TOUKaA 6. 1.

3. JIEKAPCTBEHA ®OPMA
[Ipax 3a uHkeKUMOHEH/UHDY3HOHEH pa3TBOP.

bsin 10 noutu 651 kpucTaneH npax.

4. KIOMHHUYHUHU JAHHH
4.1 TepaneBTHYHH MOKA3AHHA

MHdekunu, npuyrHeHH 0T MUKPOOPraHW3MH,UYBCTBUTEHH KbM amrnuuuianb/cyndbakram. OCHOBHHUTE

nokKazaHus ca:

®  HWH(PEKUNH HA TOPHHUTE W JI0JIHUTE IMXATENHU MbTHILA (BKIIOUMTETHO CUHY3HUT, OTHT Ha CPEJIHOTO
YXO0, €MUIrJI0TUT; OaKTepUAIHU MHEBMOHHUH);

®  MH(QEKUHHU HA MUKOYHMUTE IMbTHULLA U MHENOHEDPHT;

®  WHTPaabAOMHHAIHH MH(PEKUMH (BKIIOYMTENHO MEPHUTOHUT M XONELMCTHT), FTMHEKOIOrHYHH
MH(EKUHHK (EHAOMETPHUT W TAa30B LIETYJIUT);

® MH(PEKUHWH HA KO’KATa U MEKUTE ThKAHH:

® KOCTHH M CTABHH MH(DEKLIMH; T i

® TNpEau Wik Cliel onepaums, 3a HamalisBaHe YecToTaTa Ha HH(EKLIMHUTE Ha PaHH }}ﬁﬁ-ﬁauhémn,
MNOUTOJKEHH Ha KOPEMHA WUJIK Ta30Ba OrnepaLms; /] S |

® JICUEHHE Ha NALMEHTH ¢ DaKTEpHUEMHUS, KOSTO Bb3HHKBA BB BPb3Ka C WIIH Ce rﬁ;‘iﬂf&ﬁpa, ye ¢
CBbP3aHa C HAKOS OT FOPENnocoueHuTe HHMEKLNH. | =

T'psbea na ce oObpHe BHUMaHKe Ha opHLIMAIHUTE YKA3aHHUS OTHOCHO nonmﬂﬂmﬂf{;‘g\ﬁ]mpeﬁa Ha -

aHTHOAKTEpHATHU CPEJICTBA. N\ * 4.
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4.2 Jo3UpOBKA U HAYHH HA NPHIOKEHHE

Ho3upoBKa

Bw3pacmuu

O6uuaiinaTta 103MpoBKa Ha AMmuAIHE/CynbakTam Antadapma e 1,5 g (1 g aMIHUHIHH IUIOC 0,5g
cynbakram) no 12 g (8 g aMMHIUTHH ILTIOC 4 g cynfaxTaM) JHEBHO, pa3fieieHa B OT/IC/IHH 103H Ha
ek 6 Wi 8 uaca - O6uiara lo3a cynGakram He TpAOBa ia HalBHIIIABA 4 g IHEBHO.

Texxect Ha HHPEKIMATA JlHeBHa no3a AMnuuunuH/Cynbakram Anta®apma
(amMnuumIEH + cyabakram) (g)

Texa 1.5-3 (1 +0,5 g02+ 1)

YMepeHa | no6(4+2)

Texxa no 12 (8 +4)

YecTOTATa HA IPHIOKEHHE HA JOHTE MOXeE /a OB KOPUTHpaHa B 3aBUCHMOCT OT TEIKECTTA Ha
saGonasadeTo U OpOpevHaTa QyHKUMA HA MALUCHTA.

TleyeHneTo OGHKHOBEHO NPOabKaBa N0 48 yaca C/iel OT3ByHaBaHe Ha MUPEKCHATA U APYTH
aGHOpMHH npH3HALH. OOHKHOBEHO JICHCHUETO CC HazHayapa 3a 5 0o 14 AHHK, HO TO3W NEPHOA MOXKE /1a
61.71e NPOABLIDKEH WIIH A C& NPHIIONKH AOTIBIHATEHO aMITHIRITHH [1pU MHOTO TEXKKH CITyyaH Ha
3afomnsaBaHe.

3a npoIIIAKTHKA Ha XHPYPrHIHH uadexumy, 1,5 g (1 g aMIULIKHIAH IIOC 0,5 g cynbGaxram) no-3 g
(2 ¢ aMmmuuunmH mnoc 1 g cynbakram) Ammaiar/Cynbakram Anra®apma Tpaba fa Onbaar
NPUIOKEHH NMPY BBEKAAHETO B aHECTE3HA, KOETO NpeAOCTaBsi AOCTATLYHO BPEME 3@ MOCTHraHE HA
ed)eKTHBHH CEPyMHH ¥ ThbKaHHH KOHLEHTPALWHK No BpEME Ha onepaumsra. Jlozara MOXe Ja c€
noBTaps Ha BCeKH 6-8 yaca; NPHIIOKEHHETO oGUKHOBEHO ce cnupa 24 yaca cjiell Kpasd Ha noBeveTo
XVUPYPrHUHHTE NPOLEAYPH.

ITeduampuuna nonyaayun

Jlo3upoBKaTa 3a MOBEYETO UH(EKIWH NpH ACLa, KbpMatieTa H HOBODOJIEHH € AMITMUKIHH/CynbaKTam
Anra®apma 150 mg/kg/aeH (eKBUBAICHTHO Ha 100 mg/kg/nen amnuunuH ¥ 50 mg/kg/nex
cynfGakram).

Jlozara ce npuiara Ha Bceku 6 wiu 8 yaca, ¢ M3KIIIOICHHE Ha HOoBOpOAeHH (0COGEHO HEJOHOCEHH)
nella o BpeMe Ha ITbPBATa CeIMHLIA OT XKHBOTA, KHAESTO NPErophUUTC/IHATA go3a e
Amnuunas/Cynbaxram Armra®apma 75 mg/kg/neH (eKBABAICHTHO Ha 50 mg/kg/neH aMIHLIWINH Y
25 mg/kg/neH cynbaxram), pasfeicHa Ha pUeMH Ha BCCKH 12 vaca.

Moske Ia ce HAJIOXH KOPHTHpPaHe Ha A03aTa B 3aBHCHMOCT OT TEXCCTTa Ha 3a60NABAHETO.

WnTpamMyCcKyaHOTO NPHIIOKEHUE Ha Amnuuunus/Cynbaxram Anra®apma € MpOTHBONOKA3AHO IPH
Jena nox 2-roaMliHa Bp3pacT.

Hayuenmu ¢ 6vOpetHo yapescoane

[Tpyu nauMeHTH C TEXKO YBPEXKNaHe Ha 6v6peyHaTa GyHKLUWA (KpeaTHHHHOB KINPBHC <30 ml/min),
KHHETHKATA Ha STHMHHAPaHE Ha cynfakTaM H aMIHLUAKH CE IOBJIKSABA M0 CXONICH HAHH H CTO 33110
7123MEHOTO ChOTHOLIEHHE Ha €HOTO BELLECTBO CHPAMO APYTroOTO Lie OCTAaHE HENPOMEHEHO. ITpu
TAKHBA MALMEHTH, 1030BHTE HHTEpBATH Ha AMIHUMAUH/CynbakTam Anra®apma Tpabra na ObaaT
yIBH/DKEHH B CHOTBETCTBUE ¢ 0OM9aHHATA NPAKTHKA 38 AMITHLIUTHH.

£ AL L {1‘:__ o
[IpenopBbYMTENHA 1032 TTPH MALHEHTH C 01LOpe4HO yBpekKaaHe s
KpeaTHHHHOB KIIHPBHC (ml/min) J1030B HHTE A R
>30 6mo8uach /v ATl
15 no 30 2waca 2 |
5 HD 14 24 qaca 1‘& -ﬂ:} '.x.- =.,u:':_ . - ;




Cyn6akTaM ¥ aMNULWIIKH c& eTUMUHMPAT OT KPBBTA Upe3 XeMOIHal3a B €1HaKBa CTENCH, Mopaau
koeTo AMnuuraun/Cynbakram Anta®apma Tpabsa aa ce npuiara BeaHara ciea ananusa v Ha
HHTepBanH OT 48 yaca N0 cneaBaullara Adanusa.

HayuH Ha npujioxeHHe

MHTpaBeHO3HO UK UHTPAMYCKYJTHO MPHAOKEHUE

3a mHTpaBeHo3HO npunoxenne AMnuunnnd/Cynbakram Antadapma Tpabea na Obae
PEKOHCTUTYHDPAH W pa3pelcH ChC CTEPHIHA BOAA 32 MHXEKLUHU MK JpYT CbBMECTHM Pa3TBOP (BX.
Touka 6.3). 32 12 ce OCUTYPH IBJIHO pa3TBapAHE Cliel PEKOHCTUTYHpaHe, TpA0Ba fa ce OCTaBH, IOKATO
H3ue3He NAHATA, 3a Ja MOKe Aa Ce NMPoBepH BU3yanHo, JlozaTa Moxke Aa ce MpUIokKH Kato bosycHa
MHXEKUHS 32 MUHUMYM 3 MHHYTH MY MOXKE J1a C€ W3MOJI3Ba B NO-ronemu paspexxaanus (50 —

100 ml), kaTo HTpaBeHO3HA WH(Y3US B MPOABIIKEHHNE Ha NMOBEYE OT 1530 MUHYTH.

3a MHTPAMYCKYIHO NPUIOYKEHUE ce Npenopbypa AbAOOKO HHTPAMYCKYHO vHKeKTHpaHe. [1pu Oorka,
Moxe fa ce usnonssa 0,5 % crepuned HHXKEKUUOHEH pa3TBOp Ha JIMAOKAWHOB XHIPOXJIOPHI 32
pasTBapaHe Ha npaxa (3,2 ml 0,5 % crepunen pa3TBop 3a HHXEKLMHK Ha NTHAOKaHHOB XHAPOXJIOPH] 34
amnuunnun/cynbakram 1 g/0,5 g n 6,4 ml 3a amnuunnun/cynbaxram 2 g/1 g).

3a yka3aHHUS OTHOCHO PEKOHCTUTYHPRHETO/Pa3peXKAaHETO HA JIEKAPCTBEHUS NMPOLYKT NPENH
NMPUIOKEHUE BHXTE TOUKA 6.6. 1 6.3.

4.3 TIIporuBonokazaHusn

e CBpbXUYBCTBHTENHOCT KbM aKTHBHMTE BELLIECTBA.

¢ (CBpbXYYBCTBHTEIHOCT KbM APYTH MEHHLHIHHH.

» AHaMHe3a 33 TEXKH He3abaBHH peaklMH Ha CBPbXHYBCTBUTENHOCT (HaMNp. aHaQHIaKCHA) KbM
apyru 6era-naktamu (Hanp. uedanocnopHH, kapbaneHem Uiv MoHoOOaKTam).

e AnamHe3sa 3a yBpexxJaHe Ha YepHHA apol cnen ynotpeba Ha aMNUUHITHH.

[Tpy HHTPaMYCKYNHO MpHIOKeHHe TpAGBa fa ce cna3sart NpoTHBONOKa3aHKATA 3a ynoTpeba Ha
JIWACKAUH.

UHTpaMycKyNHOTO npunoxerHue Ha AMnuunnun/Cynbaxram Anta®apma e npoTHBOMNOKa3aHO NpH
aeua noj 2-roAuuiHa Bb3pAacT.

4.4 CneuuMaanu npeiynpexxacHU U Npeana3HH MEPKH NpH ynorpeda

CvobL1aBaH ca CEPHO3HH M NOHSKOTa paTaNnHU peakUMH Ha CBPBXYYBCTBUTENHOCT (aHahHIAaKTHYHU
peakuyn) NPy NAUMEHTH HA NEYEHHE C NEHUUMAHH, BKIIIOYHTETHO aMNHUMINH/CyibakTaM. Tean
PEAKUHH € NO-BEPOATHO 1A Ce MPOABAT MPH JMLA C aHAMHE3A 33 PEAKLIHH HA CBPBXUYBCTBUTEHOCT

KbM MEHHUWITHH W/HIH PeaKLHK Ha CBPBbXYYBCTBHUTENHOCT KbM MHOXECTBO aNEPreHHU.

Mma cboOueHus 3a Hla ¢ asaMHesa 3a CBPbXHYBCTBHTEIHOCT KbM MEHULIMINH, KOHUTO Ca NPOABUITH
TEXKH peaklUuu npu nedenvie ¢ uedanocnopunu. [lpean Tepanus ¢ neHMUXIWH TpsOBa 1a ce HanpasH
BHUMATENHO CHEMaHe Ha aHaMHe3a 3a NPeAX0AHH peakLHH Ha CBPBXUYBCTBHTEHOCT KbM

NEHUUWIUHH, LedanoCMOPHHH U APYTH anepreHu. AKO ce€ NOABH alleprHuHa peakuus, NpuiaraHero

Ha NeKkapcTBOTO TpROBa a ce NpeyCTaHOBH M [a c€ 3anoYvHe NOAXOoAALIaTa TeparHs.

Cepuo3HuTe aHaQHIaKTUUHHY PEaKLMH H3HCKBAT He3abaBHO CMELHO ieueHHE C enHHEDPUH
(appeHanuH). TpaGea Aa ce MPUNOKAT KHCIOPOJL, WHTPABEHO3HU CTEPOUIM U MEPKH 32 OOJIMBARE, - .
BKIIOMHTEAHO UHTYOaLMS, ak0 C€ Hanara. 20 A
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TexKH KOXKHHM peakLHH, KaTo TOKCHuHa enraepmanHa Hekponusa (Toxic epidermal ngerol 319
(TEN)), cunapom Ha CtusbHc- [DkoHCbH (Stevens-Johnson syndrome (SJS)), ekcdon hﬁ"‘r BEH -
REPMATHUT, epHTEMA MYNTUDOPME U OCTpa MeHEPATU3NPAHA €K3aHTEMATO3HA nycrynog\ {Acut& o

Generalized Exanthematous Pustulosis (AGEP)) ca cvo01uaBaHK Npy nalWeHTH Ha Te




aMAWLMAMK/CYNBaKTaM. AKO Ce MOSBU TEXKA KOXKHA peakuus, aMnuunanu/cyndakram Tpabdea aa ce
NPEKpPaTH W A Ce 3anoqHe MoAXoAALa Tepanusa (BkK. Touka 4.8).

KakTo npy BCEKH APYT aHTHOMOTHK, OT ChLUECTBEHO 3HAYEHHUE € HEMPEKBCHATOTO HabntoAeH!E 3a
NPH3HALM HA CBPBXPACTEXK HA HEYYBCTBUTENHW OPFaHM3MH, BKITIOYUTENHO MbOHUKN. AKO HACTBNH
cynepuHQEKLNA, IEKapCTBOTO TPAOBaA Aa Ce NPEKPaTH WKWK 1 Ce 3ano4HE NOAXOAALILA Teparys.

Cwnobwasa ce 3a Clostridioides difficile cenpsana auapus (Clostridioides difficile Associated Diarrhea
(CDAD)) npH npHIOKEHHE HA NIOYTH BCHUKM aHTHOAKTEPHATIHY CPEACTBA, BKIIOYHTENHO CynbakTam
HATPUI/aMITULIHH HATpPHIA, KATO TEXECTTa MOXKE a BAPMpPa OT JieKa AWapHs 10 (paTancH KOJIHT.
JleuenueTo ¢ aHTHOAKTEPHATHHM CPEACTBA NPOMEHs HopManHata (Giopa Ha 1e0esoTo YepBo, KOETO
BOAM A0 cBpbxpacTex Ha C. difficile.

Clostridioides difficile nponssexaa TOkCHHW A M B, koMTo gonpunacat 3a passutuero Ha CDAD,,
MpoussexaanusT ot wamose Clostridioides difficile XANEPTOKCHH NPUHHHABA MOBHILEHA
3a60/1EBAEMOCT ¥ CMBPTHOCT, KaTO Te3u HhdeKuuu MoraT Aa 6bAaT ycToH4MBHY HA AHTUMHKPOOHa
Tepanua WU Mose fa u3nckeaT konekromua, CDAD TpaGea na ce uma npeBUA NP BCHUKH NALMEHTH
¢ aMapus ciel ynotpe6a Ha aHTuOnoTHuH. Heobxonuma e waresiHa aHaMHe3a, ThA KaTo €
cbobiaBaHo 3a nousa Ha CDAD 8 npoasmkeHude Ha Haa 2 Mecela cnej NPUIoKEHUETO Ha
aHTHDaKTEepHanHW CPEeaCTBa.

KakTo npH BCRKO NPOALIKUTENHO fleueHne, o BpeMe Ha TepanusaTa ¢ AMIUuManH/Cynbakram
Antadapma, e NPENoPBUHTETHO TIEPHOAWYHO [1a Ce NpoBepABa 3a axchyHkitns Ha 6p0peyHara,
yepHOApOOHATA M XEMATONMOETHHYHATA CHCTEMH, OCODEHO NPH HOBOPOJEHH, HEJOHOCEHH AeLA H
KbpMayeTa.

VrnoTpe6aTa Ha aMIHLIMAKMH/Cy16aKkTam ce CBbp3Ba € JIEKAPCTBEHO HHAYIMPAHO YepHOAPOOHO
yBpe}(/J1aHe, B TOBA YHCJIO XOJIECTATHUEH XEMaTHT ¢ xbATeHuua. [launenture Tpabsa na Obaar
NOCHBETBAHH 11 CE CBBLPYKAT C TEXHUA JIEKAP, aKO Pa3BUAT NMPU3HALK U CUMIITOMH Ha 4epHOAPOOHO
3abonABaHE.

T®it KaTO MHMEKUMOIHATA MOHOHYKJIE03a € BUPYCHA 1O MPOK3X0/, aMNHUMIUH/CynbakTam He TpabBa
A4 ce U3MOA3Ba 3a HEMHOTO NeweHue, [IpM BUCOK NPOLEHT OT NaUWEHTHTE ¢ MOHOHYKJIE032a, Ha
TEpanus C aMIKHLMIUH, Ce € nossui koxeH o6pus. KoxHusat o6pus, Bcneacrsue ynotpebara Ha
aMIMULMJIMH, YECTO CE Cpella U MPpH NALHEHTH C TUMQPOLIUTHA IEBKEMUS,

Amnuuunud/Cynbakram Antadapma 1 g/0,5 g:
To3u NekapcTBEH NPOAYKT ¢babpsxa |15 mg (5 mmol) HaTpu#t Ha (p/1aKkOH, KOHTO Ca EKBHBANECHTHH Ha
5,75 % OT NpeNOPBYATENHHS MAKCHMATIEH IHEBEH NIPHEM OT 2 g HATPHH 33 Bb3PacTeH.

Amnuunnui/Cynbakram Antatapma 2 g/1 g:
To3u nekapcTBeH NPOAYKT ¢habpka 230 mg (10 mmol) narpuii Ha GnakoH, KOUTO Ca EKBUBAICHTHH
Ha 11,5 % OT NpenopBYHTENHUS MaKCHMAJICH AHEBEH NPUEM OT 2 g HaTpuii 3a BB3PacTER.

MaxcrMaiiHa aHeBHa no3a ot 12 g (8 g amnuumnuH 4 4 g cynbakram) (Bk. Touka 4.2) O4 noeena oo
nprem oT 920,8 mg HaTpHil, KOWTO ca eKBUBANEHTHH Ha 46 % OT npenopbunTenHus ot L30
MaKCUMAaNEH IHEBEH NPHEM Ha HATpHit. JIEKapCTBEHUAT MPOAYKT €€ CUHUTA C ,,BUCOKO HUBO™ Ha
HaTpuii. CbAbPIKAHHWETO HA HATPHI B TO3M NIEKApCTBEH NPOAYKT TpaOBa na ce B3eMe NpeaBHA, KOraTo
ce Npujara Ha NauHeHTH Ha JMeTa ¢ KOHTPONUPAH NPHEM Ha HATPUH.

4.5 B3aumoaeiicTBHe ¢ APYIrH JEKAPCTBEHH NPOAYKTH K ApYrH GOpPMH HA B3AHMOJEHCTBHE
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Anonypunon:
CBNBTCTBALLOTO NPUACKEHUE Ha AIOTTYPUHO U aMNHULKJIMH NOBULLIABA CHLIECTBE
oOpUBUTE NPH MAUMEHTH, KOUTO NOJYy4aBaT W ABaTa MPOAYKTa, B CpaBHEHWE € Na
Tepanusa camo ¢ aMMNULIWJIHH, 1
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AMuno2nuko3uou.
CMecBaHeTO HAa aMMUUNIUH C AMUHOTJIUKO3UAM in vilro BOAU 10 ChUIECTBEHO B3aUMHO

HHAKTUBUPAHE; aKO Te3u rpyny aHTubakTepHanHHu NekapcTea ce rpunarat eAHOBpeMEHHO, TpsaOBa aa
ObAaT NPUNAraT Ha pa3jItuHK MECTA, pa3JeNeHu C UHTEPBAS OT MUHUMYM | 4Jac (BX. Touka 6.2).

Anmuxoazyranmu:

[TapeHTepajiHUTE MEHUUMAMHY MOFAT 13 J0BEAAT A0 NPOMEHHM B TPOMOOUMTHATA arperauusa 1
KoarynauuoHHuTe TectoBe, Te3u edexkTu Morar na 6baat atuTUBHU ¢ ederTUTE Ha
aHTUKOAryJlaHTHTE.

baxmepuocmamuunu nexapcmea (xaopamMpeHuKon, epumpoOMuyuH, CyaGoOHAMUOY Y MempayuKIuUHu).
bakTepuoCTaTHHHHUTE JIEKApPCTBA MOraT Aa NOBAHAAT Ha DAKTEPUUMAHOTO NEHCTBHE Ha
MeHULUWNMHNTE; Hail-no0pe e na ce u3barea € JHOBPEMEHHATA Tepanus.,

Memompexcam:

EAHOBPEMEHHOTO NMPUIOKEHHE C MMEHHULUHKAWHY BOOMW A0 HaMalABaHE KIHPBHCE U CHOTBETCTBALLO
HapacTBAHE HA TOKCHYHOCTTA Ha MeToTpekcar. TakuBa nauueHTure TpadBa ga 0b4aT BHUMATENHO
npocheasBaHu. Moxe na ce HanoXH NOBUMNABAHE Ha JO3UTE HA IEBKOBOPHUH U MPHIAraHETO MY 3a No-

AbJArn NCpUOaAHM OT BPCMC,

Ilpoberneyuo.

[Tpobeneuna HamansBa 6bOpeuHaTa KaHATHA CEKpeLUMa Ha aMIMUMAKH H cynbakTaM, Koraro ce
npujara €AHOBPEMEHHO € TAX; TOBA BOAM A0 MMOBULIEHH M YIBIKEHH CEPYMHH KOHUEHTPALIHH,
YABKEH ENUMUHALIMOHEH NMONYXHUBOT M MOBUILEH PHCK OT TOKCUUHOCT.

Bzaumoodeiicmeus ¢ rabopamopru mecmoase:
Danuso NONOKHUTENHE peaKLUA 34 TTTUKO3IYypHa MOXe fa Obae HabnmoaaBaHa npyu aHaau3 Ha

ypHHaTa ¢ NOMOLITA HA pearedHT Ha beHeaunkT, peareHT Ha Qenudr u KnuHutecTt. Cnen npunoxeHue
Ha aMMULKWIHH NpY OpeMEHHH KeHU ¢ HabmoJaBaHo NPEXOHO HAMAISABAHE HA MJ1A3MEHATA
KOHUEHTpaLKXa Ha 0OLMA KOHIOTUPaH €CTPHOA, ECTPHOM-TNIOKYPOHH, KOHIOTHPAH ECTPOH U
ectpaauon. To3u edekT MoXe 1a BE3HKKHE U MPpU NPUIOKEeHUEe Ha AMIUUMAHH/CynbakTaM
Anta(dapwma.

4.6 @DepruanTeT, OpEeMEHHOCT H KbPMEHe

bpemMeHHOCT
[TpoyuBaHusTa BbPXY PENPOAYKTHBHOCTTA MPH KUBOTHH HE NOKA3BaT (PETOTOKCHYHH e(eKTH Ha

aMNUUHIHH WK cynbaktam, CynbakTam U aMNUMUKIKMH NPEMUHABRAT MnaaueHTapHara dapuepa.
beszonacHocTTa Npu ynotpeba no Bpeme Ha OpeMEeHHOCT He € ycTakoreHa. [lopaan ToBa
AMmuunani/Cynbakram Antad®apma He TpabBa 1a ce H3N0,13Ba MO BpeMe Ha HpeMeHHOCT,
O0CBEH AKO NOTEHUHAIHHTE MOJI3H NPEBHIIABAT MOTEHUHAJIHHTE PHCKOBe.

KbpMmeHe

AMNULNWAKH U CynDaKTam ce eKCKpeTUpPAaT B KbpMaTa MPH HHCKH KOHUEHTPAUMUH (ChOTBETHO

0,11 -3mg/ln0,13-2,8 mg/l).

YnoTpebara Ha aMTHUKAYH U CyNDaKTaM MPH KbPMELLH KEHH MOXKE 1a NPUUHHA AUApUS [IPH AETETO.
AMNUUWIKH ¥ cynbakTaM TpabBa Aa ce U3MOA3BAT NO BPEME Ha KbPMEHE, CaMO aKko NMOTEeHUHaHaTa

noJjiza cnpagjgasa HOTCHUHATHHUA PUCK.

DepruauTeT
IlpoyupanudTa BbpXY PENpOAYKTHBHOCTTA MNPH HBOTHH HE pa3KpyBaT AOKa3aTe/ICTB

4.7 EdexTn Bupxy cnocodHocTTa 32 mopupane H padbora ¢ mawnHy [l o R S
VoL : 1 .

Amnrunnnb/Cyndaktam Anta®apma nosnuasa npeHebpexxuMo cnocobHocTra 3a Iohupane n -

pabora ¢ MmawKHK. Bbiipeku ToBa cnea npunoxenue Ha Amnuuvnud/Cynbakram AR DMA MOXE.
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Aa Cce NOKBY 3aMasHOCT, bPYOBE U CHHJIMBOCT, NOPaaU KOETO nauveHTHTe Tpabea na 6baar
MOCHBETBAHMU AA HE WODUPAT UAU Aa He paboTAT C MalLKHK, KO MONYUAT TE3U HEKeNaHW PEaKkLIHH.

4.8

Hexenanu JCKAPCTBEHH PeaKUHH

HexenanuTe peakuuu ca n3dbpoenn no MedDRA cucremo-opranen knac v ca rpynupasu cropen
TAXHaTa yecToTa. CneaHaTra KOHBEHUHMS € U3MON3BaHa 32 KacH(UKaLMUA Ha YECTOTATA: MHO20 HeCmu
(= 1/10), vecmu (> 1/100 1o < 1/10), nevecmu (= 1/1000 to < 1/100), peoxu (= 1/10000 to < 1/1000),

C Heuzeecmua yecmoma (om HaaudHume OQauHU He Modice 0a Hvoe HanpageHda OyerKd)

Hesxenanu iekapCTBEHU peakliii, CRLP3aHH CbC CAMOCTOSTENHOTO NPUIOKEHHE Ha AMITHLIMJTUH,
Morat aa 6baat HabaaaBaHU NMpU NpUACKEHUETO Ha AMnnuunub/Cynbakrtam Anra®apma.

Cucremo-opranen Yeern HeuecTn Peakn C HeHn3zBecTHa YecTOTA
KJ1ac
Hapywenus Ha AHEMHS, VeBkoneHus, XeMOMUTHYHE aHEMHUS
KpbeTa B nuMdHara[Ipombouuronenns, [Heyrponeuus ArpaHyloUdTo3a
CHUCTEMA EosuHodunus poMbouuTOoneHUYHA
[ypnypa
HapyweHnuns Ha AHapHIaKTHYEH LIOK
HMYHHATa CHUCTEMA AHapUnakTHYHA peakLus
AHaUIAKTOUIEH LIOK
AHapUNaKkToOHaHA peaKLHg
ICungpom Ha KyHuc
CBPBXUYBCTBUTEMHOCT
HapyweHus Ha I"naoboustue ["bpuoRBe
HEpBHATa CUCTEMA 3aMasHOCT
CBbHAUBOCT
CbaoBu [DneduT
HapYLIEHHS |
PecnupaTophuy, JlncnHes
PbAHH H
MEAHACTHHANHU
HApYLIEHUS
Ctomawro-upesruu Jlnapus [lospeiaHe  [KopemHa [IceBnoMeMOpaHO3€H KOJMHUT
HapyuleHHs Ooska EHTepokonuT
[‘anene Menena
['nocut CromaTuT
06e31BETABAHE HA €3HKA
Xenatobunuapuu [ XunepOunupyonuueMus XoflecTaTHYeH XenaTHT,
HapyLIEHHS Xonectasa, XbunTenuua,
ABGHOpPMHA yepHOApOOHA
[pyHKLHSA
HapyuweHus Ha IObpus HHAPOM Ha CTUBBHC-PKOHCBH
KOXaTa M Copbex OKCHYHa enuiaepManHa
NOAKOXKHATA ThKaH HEKpOJIU3a
Epurema myatugopme
CTpa reHepanu3vpaHa
K32HTEMATO3HA MyCTYN03a
Excd H&@Hb&ﬁ_gépﬁa'rm (B3K.
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HapyweHus Ha HurepcTnumnaned HepuT
01vOpeuuTe U
NUMKOUHHUTE NBTHLLA |
IO6wu Hapywexnns |[bonka Ha mMacToTo Ha  [Ymopa Peakuus Ha MACTOTO Ha
U epeKTH Ha HHXKEKTHpaHE OTnaaHanocT HHIKEKTHpAHEe
MACTOTO Ha
NMPUAOKEHHUE
Hacnenpanus [ToBHILEHA anaHWH
AMUHOTpaHcdepasa
[losuuiena acnapratr
laMHHOTpaHchepasa

CuoflaBaHe Ha MOAO3UPAHH HEXKENAHH PeakLUU

C1o01aBaHeTo Ha MOAO3UPAaHK HEXENAaHH peaklWy chnell paspellaBaHe 3a yrnoTtpeda Ha NeKapCTBEHUA
NpoayKT € BaxHo. ToBa NMo3BosgBa Aa MPOABIKH HAOMIOAEHHETO Ha CHOTHOLUEHHETO NMONI3a/PUCK 32
nekapcTeeHus npoaykr. OT MEAHMUMHCKHTE CIELHaNHCTH Ce M3UCKBA Ja choD1LaBaT BCAKA NMOAO3UpaHa
HEXENaHa peakuuns Ypes:

MansnHyTeHA areHuns no Jekapcreara

ya. . Jdamsas ['pyes” Ne 8

1303 Cogpus

bwnrapua

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 [Ilpeno3upaHe

CHMOTOMH

HannuHa e orpaHHyeHa HHGOPMALHA 33 OCTpaTa TOKCHYHOCT Ha AMIMTULIKIKH HATPUH U cynbakTam
HaTpUi npu xopa. Ouaksa ce npeao3upaHeTo Aa MPeaH3BUKA NPOABH, KOUTO MO CbLISCTBO Ca
NPOABMKEHHE HA HEXENAHHTE peakunu, chobLUeHu ¢ ekapeTBeHUs NpoaykKT. Tpabsa na ce oTYnTa
axTa, 4e BUCOKUTE KOHUEHTpaLuy Ha GeTa-nakTaMHU aHTHOHOTHLM B UepeOPOCTHHANHATA TEHHOCT
MOTaT [a AOBEAAT A0 HEBPOJIOrMYHHU NPOSABH, BIKIHOYHTEIHO I'bpUOBE.

Tepanus

Toit KATO AaMNULIHAWHBT U CY0AKTAMBT Ce OTCTPAHABAT OT KPbBOOOPALIEHHETO YPE3 XEMOAHANN3A,
TE3W NPOUEAYPH MOTAT Ia YCKOPAT C€IMMHHUPAHETO HA NEKapCTBOTC OT OpraHu3ma B Ciy4au Ha
npeao3vpaHe NpU MaUMEHTH ¢ HapylueHa 6b0peuna GyHkuus.

5. ©OAPMAKOJIOTHYHU CBOUCTBA

5.1 @PapmakoiHHAMHYHH CBOHCTBA

dapMaxoTepaneBTH4Ha rpyna: aHTnGakTepHanii NpoayKTH 3a cvcTemHa ynotpeba, Kombunauun ot
NeHULHANHH, BKJ1. OeTa-nakramasHu HHXHOHTOpPHY,

ATC kom: JOICROI
MexaHU3bM HA JIEHCTBHUE

BHOXHMHYHHTE NPOYYBaHHs C He3KIeTbUHH OaKTEPHATHH CHCTEMH MTOKa3BaT, e CynbakrTam €
HeoOpaTHM MHXUOUTOP Ha Hai-BaKHHTE eTa-1aKTaMasy, KOUTO Ce CpeLlaT B yCTOHUYHBH Ha
MEHHUMAUH oprakusmu. Jlokato aHtubakrepranHaTa akTHBHOCT Ha CynibakTaM € orpaHuueHa ,rnaaﬂo
no Neisseriaceae, nOTeHUUANDBT 3a cynbaKTam HATPpHH 33 NMPEAOTBPaTABAHE Ha pmrpaxﬂ’auem Ha,
NEHHLMUIKHUTE U LeDaNOCNOPHHUTE OT PE3UCTEHTHH MUKPOOPraHHW3MH € NOTBBPAC (4 p{ibyqﬁanﬂﬂ e‘“
LeNK OPraHU3MH, C U3MON3BAHE HA PE3UCTEHTHHU LIAMOBE, PY KOMTO CynbakTam H pan’ﬁpcmma N }
M3pa3eHH CHHEPTIHYHU eheKTH ¢ NEHHUWIHHU U uedanocnopunu. Toi kato cynd Tm ce cmpis?,a
ChILO C HAKOH NEHULUINH-CRBP3BALUM NPOTEHHH, HAKOH YYBCTBHTEHH LIAMOBE oanBaT n'o-' -
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4YBCTBUTEIHK HAa KOMOWHALIMATA, OTKONAKOTO KbM O€Ta-NnakTaMH1s aHTHOMOTHK, NpUarau
CAMOCTOATENTHO.

BakTEpHUMAHUAT KOMIOHEHT Ha KOMOHHALMATA € aMITKUMIHUH, KOHTO NoAoOHO Ha OEH3WT NeHHUMITHH
AENHCTBA Cpelly YYBCTBUTENHK MUKPOOPraHU3MHU 0 BPEME HA €T4Na Ha aKTUBHO MYNTUIUTULIMPAHE
ype3 uHXuOUpaHe Ha OMOCHHTE3a HAa MYKOMNEMTHAA HA KNETbYHATa CTECHA.

AHTHDAKTEpUANEH CNIEKTBD
Amnuuunud/Cynbaktam Antadapma MMa WLMPOK CNEKThP HA AHTHOAKTEPHATHO AEHCTBUE CpeLly

n3bpoeHuTe NMo-aony baxkrepuy:

["paM-nonOKHUTENHY:
Staphylococcus Aureus (wyscmeumenen kom memuyunun), Staphylococcus epidermidis (BKTIOYHTENHO

YCTOUUYMBH Ha NEHUUKAKWH W HIKOW METHLWIIMH YCTOHUMBH LLAMOBE), Streptococcus pneumoniae,
Streptococcus faecalis v Ipyru BHAOBE Streptococcus;

[ pamM-oTpHUaHHKeE:

Haemophilus influenzae u parainfluenzae (xakto OeTa-IaKTaMa3HK MNOJIOKUTEITHH, TaKa U
OTPHUATENHH LIAMOBE),

Moraxella catarrhalis,

Escherichia coll,

Buaoee Klebsiella,

Braose npoTtey (KakTo HHAON-NIONOXKHUTEIHH, TaKa U UHAO/-OTPHUATE/IHH),

AHaepobu
Bacteroides fragilis v ¢poaHHn BHOOBE

YcTOoHYKBH LIIAMOBE

PaznpocTpaHeHHETO Ha Pe3UCTEHTHOCTTa MOXKE 1A BAPHPA MEXAY PA3/IHYHUTE LIAMOBE, bPXKaBH U
HHCTHTYLUY, JOPU MEXAY Pa3IMuHUTE OTACIEHHA Ha SonHuUA.

KakTo npyruTe Oera-naktaMHH aHTHOMOTHLM, aMMUHUKWINH/CynbaKTam He € ePEKTUBEH Npy
nrdekuuu, npuurnreru ot suaose Chlamydia n Mycoplasma,

[‘paHHYHU CTOHHOCTH 34 TECTBAHE HA YYBCTBHUTENHOCT

KpuTepunTe 3a unTepnpetupane Ha MUK (MuHumaina nHxubHpailla KOHUEHTpaUu) 3a TeCTBaHe Ha
4YBCTBHTENHOCTTA 33 aMnUUUnuH/cynbaktaM ca ycraHoBeHK oT EBponenckus KoMuTeT 3a
Uscneasane Ha AuTuMukpobHara wyscteutenHoct (EUCAST) u ca uabpoenu Tyk:
https://www.ema.europa.eu/documents/other/ minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

5.2 (@apMaKOKHHEeTHYHH CBOHCTBA

PaznpeaeneHue
AMNUUHUIHH/CYN0AKTaM NECHO ce pPa3npeaeiis B NOBEYETO TENECHHU ThKAHH U TEYHOCTH.

[TpOHUKBAHETO B INTaBHUA MO3BK M B rpbOHayHaTa TEHHOCT € ¢Nado, OCBEH KOraTO MEHHHIHUTE Ca
pb3naNeHd. BUCOKH KOHUeHTpauuu Ha cynabakTaM M aMIIMUMIIWH B KPBbBTA C€ MOCTHIAT CIIe/
MHTPaBEHO3HO MM UHTPAMYCKYNHO MPHIIOIKEHHE.

EnuMuHupaHe

L v’
s -

eKCKpeTHpa HEMPOMEHEH B YpHUHATA.

5.3 TpeaxkaHHHYHH JaHHH 32 GesonacHocT e S N

OcTpaTa TOKCHHYHOCT Ha CYNTAMHLIHH (TIEPOPAJIEH IEKAPCTBEH MPOAYKT, KOUTY 0CBObOKARA

AMNULMAKH ¥ cynbakTam ciiefl in vivo Xxuaponuaa) € Hucka. LD50 Ha cynTaMUUANRH-TO3H AT npu

nabxose € 7 g/kg cnen ekcnosuuua per os. Camo cyndakram Boau 10 LDS50> 10 gkg npu MHLUKH -
l'\. e - -
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cNiel eKCrO3ULMA per 0S, 10KATO Ta3Ku CTOHHOCT € NpHbau3nuTenyo. 3,6 g/kg cnen MHTPABEHO3HO
npunoxenne. CHOTBETHHUTE CTOMHOCTH NpH nabxoBe ca >4 g/kg u 3,4 g/kg cboTseTHO.
TOKCHYHOCTTA CE OMNPEeNENns HPe3 MHOrOKpPATHO A03MPaHE Ha CYJITAMHLMIINH, CyN0aKkTaM WiH
KoMOMHauMg OT cynbakraM-aMMUUWIKH B NPOABIIKEHUE HA 6 MEceLa NMPH UTEXOBE H KYUETA.

B ropecnoMeHaTHTe Npoy4BaHHA 32 TOKCHYHOCT ce HabmoaaBaT edekTr BbpXY uepHHa Apod cnen
NPUITOKEHHUE HA CYNTAMULIMIIHE WK cynbakTam. B 1onbiHEHHE KbM MOBHILEHWUTE YEPHOAPOOHH
evsumu (GOT, GPT, LDH, AP), B uepHus Apob € OTKPUTO M HATPYIBAHE HA MNMHKOTEH B 3aBUCHMOCT
OT [103aTa ¥ BPEMETO, KOETO € OKa3Ba oOpaTHMO cnea npekparsBaHe Ha eKcrnosvuvaTa. Tosa
HATPYMBAHE HA IIMKOrEH He € NAEHTU(PULHMPAHO C HUTO €HO H3BECTHO 3a0oABaKe,

XapaKTepPH3HPalLOo CE& C HATPYNBAHE Ha MNINKOTEH.

B Tesu npoyuBaHus Cyn0aKkram He € NPUYMHHAA 3HAYKUTENHA NIPOMAHA B MeTabONH3Ma Ha IlOKO3aTa.
He ce Habnonasa KTHHUYHO 3HAUYMM €(PEKT BbPXY HAMYHOCTTA HA MMIOKO3a NPHU NALHEHTH CbC
3axapeH AuabeT, nekyBaHu cbe cynbakram/aMNMLUIKH 32 [IOBEUE OT 2 CEAMHLIM,

He ce ouakBa HaTpynBaHe Ha FHKOIEH NPy XOpa el JieYeHWe ChC CYITAMULIMIAKH B TepaneBTHYHH
0034, NOPafy NOCTUTHATHTE NNasMeHW HUBA.

B 1onbiHeHHe KbM OHaKBaHUTE OOMYaliHW peakuvHu KbM aHTUOMOTHYHATA Tepanus (Jleka AHapUs WK
MOBPbLIAHE), HE CA OTKPUTH ACMBIHUTENHH 10KA3aTENCTBA 33 TOKCUYHOCT.

He ca npoBexaaHy AbATOCPOUHH NPOYUYBAHKA BLPXY KHBOTHH 33 OLIEHKA HAa KAHLIEPOreHHOCTTA.
B ronsam 6poi npoy4BaHWs HUTO CyNnOaKTaM, HHTO aMITHLIM/AIMH NOKa3BaT 3HAYUTENIHH MyTareHHH

E€PEKTH.

ITpy penpoAYKTHBHY MPOYYBAHUA OPU MHUILIKH H NIBXOBE CYNTAMHLMIHH € H3MOM3BaH B NO-BUCOKA
1034, OTKOJIKOTO € OT MAKCHMANHATA €KCNO3KWUHA NPU XOpa M HE NOKa3Ba JaHHH 32 HAMAJICH
bepTHAUTET UK YBpEXKIAHE Ha NJOAA.

6. ODAPMAINOEBTHUYHU NJAHHH
6.1 CnHcbK HA TOMOIIHHUTE BEIIECTBA

Hama

6.2 HecbBMECTHMOCTH

Amnuunnuni/Cynbakram Anta®apma HHXEKUHA U BMHHOTTIMKO3UAN TPsOBa Aa CE pa3TBapAT
npuiarat OTAENHO, MOpanu in vitro YHAaKTHBUPAHE HA AMWHOTITTMKO3WAHW OT HAKOU OT
AMHWHONEHULUHUJIHHUTE.

AMNAUUIHH HATPHI € NO-MaNnKo cTabUIEH B pa3TBOPH, ChABLPKALLY [TIOK03a U APYTH BLIrIEXHAPATH
M He TpabBa Na ce CMECBA C KPbBHU NPOU3BOAHHM HIIH NTPOTEHHOBH XHPOIH3ATH.

6.3 Cpok Ha rogHocT
3 roaAnHH
PeKOHCTHTYHpPaH pasTBop:

KoHueHTpHpaHuaT pasTBOp 38 HHTPAMYCKYJTHO npuiockeHue (pasTeopeH ¢ 0,5 % IHAOKaKH U
cbxpansBaH npu 25 °C) Tpabpa na ce 3noa3Ba 8 paMKUTE Ha | 4ac ciea pasTBapsaHe.

/..w‘,,«' . _'..:.""I . e ' .
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PaszTBOp 32 paspexgane KorueaTpands Bpeme 3a H3NO0.JI3BaKE (B
4yacoBe)

AMIIAIAJIHH + cynﬁam*am 25°C 4°C

CTEPWIIHA BOJA 33 HHXXEKLIMH no 30 mg/mi (20 mg aMnHUUMIHH + 72
10 mg cyaGakram)/ml

1o 45 mg/ml (30 mg aMIUUWIAH T

|15 mg cyn6akram)/ml 8 48

no 30 mg/ml (20 mg aMIHLIAIKH +

10 mg cynbakram)/ml 2

natpies xopua 9 mg/ml (0,9 %) no 45 mg/ml (30 mg aMOUUMAKH +

| 15 mg cynGaxram)/ml

no 45 mg/ml(30 mg aMIULFIKH + g 2

HﬂT‘pHEB HamT 1 15 mg cznﬁamyml

10 3 mg/ml(2 mg aMMMLIWIKH +
pa3TBOp Ha rmoko3a 50 mg/ml 1 mg cynbaxram)/mi

(5 %) 1o 30 mg/mi (20 mg aMIOHLIWIMH +
10 mg cynbaxram)/ml

a0 3 mg/ml (2 mg aMMHLIAIIHH +
pasTBOp Ha ryoxosa 50 mg/ml 1 mg cynbakram)/ml

(5 %) 8 NaCl 4,5 mg/ml (0,45 %) |no 15 mg/ml (10 mg aMOAIMAKH +
5 mg cynbakram)/ml

no 3 mg/ml (2 mg aMITHLMIHH +
Bonen pa3TBOp Ha HHBEPTHA 1 mg cyabaxram)/ml

saxap 100 mg/ml (10 %) a0 30 mg/ml (20 mg aMNUUWIKH +

10 mg cynGaxram)/mi 3

no 45 mg/ml (30 mg aMIHUUHAMH +

15 mg cynbakram)/ml 8 24

PuHrep naxraTeH pasTBop

OT MEKPOGHONOrHYHA IJIEIHA TOYKA, OCBEH aKO HAYMHBT Ha oTBapAHe/ pa3TBapsAHe/ pa3peKaaHe He
W3KTIOUBA PUCKA OT MHKPOOHO 3aMBPCABAHE, MPOAYKTRT Tps6Ba Aa ce U3non3sa He3abaBHo.
AKO He ce M3MOI3Ba BEHAra, CPOKa U YCIIOBHATA 33 ChXpaHeHke Ca OTTOBOPHOCT Ha notpeburens.

6.4 CrnenHaJHH YCIOBHSE HA ChbXPaHEHHE

To3u nexapcTBEH MPOXYKT HE H3HCKBA CrieLMaIiH yCJIOBHA Ha ChXPaHECHHE.
3a yc10BUATA HA CHXPAHEHHUE CIICA PEKOHCTUTYHpaHe/pa3perxiaHe Ha JIEKapCTBEHUA NPOLyKT BHOKTE
Touka 6.3.

6.5 Bua ¥ chbAbLPKAHHE HA ONAKOBKATA

Ammuuwne/Cynbaktam Anra®apma 1 g/0,5 g: npo3payHH Ge3LBETHH CTHLIVICHH nakony THn [ ¢
sMecTumoct 20 ml, 3aTBOpeHH ¢ 6poMoOyTHUIOBH TYMEHM 3aITyILATKA THII I ¢ nuaMersp 20 mm H
CUHBO ATYMHHHEBO OTYYIBALIO C€ Kanate.

Ammuuwtae/Cynbaxram Anra®apma 2 g/1 g: Ipo3patiiy Ge3lBETHH CThKJIEHH (hakoHy THR 1 ¢
smecTumoct 20 ml, 3aTBOpeHH ¢ GpOMOGYTHNIOBH IyMEHH 3aITyIIAIIKH THIL I ¢ anaMeTsp 20 mm M

OpaHXCBO ATYMHHHCBO OTUYNBALLO CC Karave.

Ipennara ce B oNakOBKH no 10 ¢nakoHa.
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Cnennure 06eMU pa3TBOPUTENH MOraT Aa Ce U3IOJ3BAT 32 pa3TBapsHe 3a MHTPaMyCKYJIHO
NPUIOKEHHE, 3a i.v. GONYCHO NPUITOKEHHE HIH 3@ HHTPABEHO3HO NMPUNIOXKEHHE C/I€A AONMBAHHTETHO

pa3pCKaaHe.

Obwa noza ExsusanientHa no3a | Ob6em Ha| Ob6em Ha | Octasamo | MakcumanHa kpaiiHa
(g) aMMULIMITAH/CYN1- ¢pnakona| paspenute| konuuecTBo| KoHueHTpauws Ha
DakTam (g) as (ml) * (ml) aMMULIWAKH/ cyn-
6aktaM/ (mg/ml)
1,5 1,0/0,5 | 20 m! 3,2 4,0 2507125
30 2,0/1,0 20mi | 6,4 8,0 250/125

* HanuueH e A0CTaThueH KINULUIBK, KOWTO A2 NMO3BOAW HANHUHETO HAa OCTABaLLO KOTMYECTBO U
MPUIOKEHHETO HA MOCOYEHUTE 00EMH

Buxre cbulo Toukd 4.2 1 6.3 3a CbBMECTHMH Pa3TBOPH 3a paspexiaHe.
BuxTe pazaen 6.2 3a HECbLBMECTUMOCTH,

Heu3non3gaHUAT NEKAPCTBEH NPOAYKT WK OTNAABYHUTE MATEPHANH OT Hero TpAOBA Aa ce U3XBBPNIIT
B CbOTBETCTBHE C MECTHHTE H3UCKBAHHS.

7. MNPUTEXATEJ HA PABPELHIEHHETO 3A YIIOTPEBA

Apta Medica Internacional d.o.o.

Likozarjeva Ulica 6
1000 Ljubljana
CnoseHus

8. HOMEP(A) HA PAZPEHIEHHUETO 3A YIIOTPEBA

Amnuuunua/Cynbakram Anra®apma 1 g/0,5g  Per Ne: 20210327
Amnuunnun/Cynbaktam Anta®apma 2 g/l g Per Ne: 20210328

9. JIATA HA ITBPBO PA3PEIIABAHEMIOAHOBSIBAHE HA PASPELIEHMETO 3A
YIIOTPEBA

HaTa Ha nbpso pa3pewasaHe: 17.11.2021
JfaTa Ha NOCMeaAHO NOAHOBABAHE!

10, JATA HA AKTYAJIHU3UPAHE HA TEKCTA
10.04.2025
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