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Amrmuanuey/Cynbakram Anra®apma 1 g/0,5 g npax 3a HH)KeK]EIHOHEH/HH(l)YBHOHeH pasTBop 3 1-0- 2[]23

Ampicillin/Sulbactam AptaPharma 1 g/0,5 g powder for solutionfor injection/infusion - - e

Ammuuunue/Cynbakram Anra®dapma 2 g/1 g npax 3a HIKEKIHOHEH/ HH)Y3HOHEH pasTBOp
Ampicillin/Sulbactam AptaPharma 2 g/1 g powder for solution for injection/infusion

2. KAYECTBEH H KOJIMYECTBEH CBHECTAB

Asruyynn/Cynbarimam Anma®@apma 1 ¢/0,5 g npax 3a unicexyuones/ ungy3uoner paameop
Beeku dnakos ceaspxka 1,0 g aMmuummg, (KaTo aMIHLUMIME HaTpui) (ampicillin (as ampicillin
sodium)) w 0,5 g cynGakram, (kaTo cynbakram uatpuii) (sulbactam (as sulbactam sodium)).

Amnuyunun/Cynbaxman Anma@apma 2 g/l g npax 3a undsCexyuoHer/ uHgy3uonen pasmeop

Beexu ¢akoH chabpika 2,0 g aMIHUMITHH,(KaTO aMNWWWINH HaTpuit) (ampicillin (as ampicillin
sodium)) u 1,0 g cynGaxram, (kato cynGakraM Hatpuil) (sulbactam (as sulbactam sodium)).

LloMOINHY BEIeCTBE ¢ H3BECTHO JIeHCTRHE

Beexn pnakon AMmununua/Cynbakram Amra®apma | g/0,5 g npax 3a HEKeKIHOHEH/ HHOY3HOHEH
pazTBOp cEObpKA 115 mg (5 mmol) HaTprH.

Beeku prakon AMmauunua/CynGaxram Anmra®@apma 2 g/1 g npax 3a HIGKEKLHOHEH/MH(y3HOHEH
pa3TBOp ¢uabpxKa 230 mg (10 mmol) warpuii.

3a oBIHUY COIHCHK Ha NIOMOLLHHATE BEINEeCTBa BIJKTE TO4Ka 6.1,

3. JIEKAPCTBEHA ®OPMA
Ipax 3a HHXEeKLHOHeH/ WH(Y3IHOHEH Pa3TBOP.

ban Ao noyuTd 681 KpUcTaneH npax.

4. KJUMHHYHH JAHHH
4.1 TepaneBTHYHH NOKAIAHANA

Wudexumn, MpUYHHEHH 0T MUKPOOPTaHHZMHE, Yy BCTBUTETHH KbM aMITHIHTHH/cynbakTaM. OCHOBHHTE

TIOKA3aHKA Ca:

* HH(pEeKUMH Ha TOpHUTE U JOJIHUTE AMXATENIHH IIBTHINA (BKIFOYMTENHO CHHY3HT, OTHT Ha CPEJHOTO

YXO, AHIIOTHT; GakTepHalIHH HCBMOHAH);

HH(EKITAH Ha MHKOYHHTE ETHIA M HenonedpuT;

HHTPaabOMUHAIHA HHGEKUMH (BKIIOUYHTENHO NEPUTOHNUT), THHEKONOTHYIHH MHpEKIHH

(XOMEUMCTHT, EHIOMETPHT H Ta30B LETYIANT);

HHqJEKL[HH Ha KOXAaTa H MCKHTC TEKAHH,

KOCTHH H CTaBHH HHEKIIHY,

FOHOKOKOBH HHQRKIHMHY;

TIpe/IA WIH CJIe]] OTiepaliud, 33 HaMalABaHe YecTOTaTa Ha HH(EKIMUTE Ha paHH NpU

OOAJOXKEHH HA KOPpeMHA HIH Ta30Ba ONICpauHi;

® JleYeHHE Ha NALMEHTH ¢ OaKTepHeMHA, KOSTO FB3HUKBA BLB BPB3Ka C HIIH Ce [I0A03HR
CBHP3aHa ¢ HAKOA OT I'OPENoCOUeHHTE HHEKLIHHU,




Tpatea na ce 06LpHe BHUMaHNE Ha OPHUMATHHTE YKA3aHHA OTHOCHO NMOIX0As1[aTa ynorpeba Ha
aHTubaKTepHANHY CpeACTBa.

4.2 [do3npoBka M HAYHM HA NPHIGKEHHE

QOSHQOBKa

Buv3pacmnu

O6uuaiinara 7o3upoBKa HA AMnumunus/Cynbakram Anta®apma e 1,5 g no 12 g aHeBHo, pazaeneHa B
OTHENHH JIO3M Ha BeekH 6 wiH 8 yaca - Obwmara go3a cynbakram He TpaGpa 1a HaaBHIIaBa 4 g JHEBHO.
IMo-Manko TexKHTe HH(bCK.L[HI’I MOraT oa 6’b,[laT JCKYBaHH CBC CXE€Ma Ha NTPHITOHEHHC HA BCEKH

12 vaca.

TexecT Ha MHDeKIMATA HMuesra noza Ammuimr/Cynbakram Anra®apma
(cynbaxTaM + aMIUIEUTHH) {(g)

Jlera 1,5-3(0,5+1101+2)

YmepeHa m062+4)

Texxa 1012 (4 +8)

YectoTaTa Ha NPHIOKEHHME HA HO3UTE MOXKE A3 OBbJE ONpesiesieHa B 3aBHCHMOCT OT TEXKECTTa Ha
sabonsaBaneTo U Ox0peuHara GpyHKUHS HA [ALACHTA.

JleuenneTo 0OHKHOBEHO MPOALIKasa no 48 Jaca cnej OTIBy4aBAHE Ha IIHMPEKCHATA W APYTH
a0HOPMHH PH3HALIHA.

OBHKHOBEHO JICYEHHETO C€ Ha3Ha4ara 3a S 10 14 aHH, HO TO3K NePHOZ MOXeE Ja Gb/e MPOIBIDKEH
WITH A3 ce TIPIIOMKE JOTTBIHUTEIHO AMITMLIIHH MPH MHOTO TEXKH CTy4aH Ha 3abo/sBaHe.

3a MpoMIIaKTHKA Ha XHPYpruunu HHGekuuny, 1,5-3 g ot Ammuuunnn/Cynbaktam Anra®apma
TpsORa Aa OBAAT NPUIOKCHH PH BBBEKJAHETO B AHECTE3HA, KOETO NPEAOCTARS JOCTATEYHO BPEME 32
MOCTHraHe Ha cEeKTHBHH CepyMHH M THKaHHH KOHIEHTPAlMK 110 BpeMe Ha onepauuara. Hosara Moxe
J1a C€ NIOBTApA Ha BCEKH 6-8 uaca; MpuiiokeHNneTo OOMKHOBEHO C& crkpa 24 4aca cnef Kpas Ha
MOBEYETO XHPYPrUYHHTE NPOLEYPH, OCBEH aKO HE € Ha3HadeH JOITbJIHUTENICH TePaNeBTHHEH KYPC C
Amnunt/Cynbaktam Anraapma.

ITpH nedeHHETO Ha HeyCIOKHeHa roHopes, AMuuuptad/Cynbaktam Arrradapma moxe 1a 6bae
TMPUIICKEH KAaTO eJIHOKpaTHa 103a oT 1,5 g. EanospemeHHO Tpabea jaa ce npuiara npobeneupsa 1 g
MepOpPasiHO, 34 [a Ce YABDKAT [Ta3MEHHTEC KOHUEHTPALMK Ha cyJIaKTaM M aMITHLAIHH.

Heouampuuna nonyaayus

Jlo3upoBKaTa 32 NOBEYCTO KHQEKITMM TIPH Jielia, KbpMateTa 1 Hobopoien ¢ 150 mg/kp/ned
(exBuBaenTHO Ha 50 mg/kg/nen cynGakram u 100 mg/kg/aen aMIHLMINH), OGUKHOBEHO Ha BCEKH 6
niH § yaca.

[Ipy HOBOPOJICHH H HEIOHOCEHH JEL@ [10 BPEME HA MBPBATA CEAMHLA OT HKHUBOTA NIPLIIOPBYUTEIHATA
no3a e 75 mg/kg/nen (cvoTercTama Ha 25 mg/kg/nen cynbakram u 50 mg/kg/neH aMnuAIKH),
pa3neneHa NpHeMH Ha BeekH 12 yaca.

Hayuesmu ¢ 6vbpeyno yepesxcoane

LIpH naupenTH ¢ TeXKO YBpexane Ha O0pedHaTa GyHKLHs (KpeaTHHHHOB KIHpLHC <30 ml/min),
KHHETHKATA HA eIHMHHHPaHe Ha CYJI0aKTaM H aMITHLMIIMH C€ MOBJIHABA 110 CXOIeH HAYHMH H eTO 32110
[LIA3MEHOTO CHOTHOLICHHE Ha CI(HOTO BELIECTEO CNPAMO APYTOTO LG OCTAHe HenpoMeHeHo. [ipu
TAKMBA AIMEHTH, IO30BHTE HHTepBaNH Ha AMmupinn/Cynbakram Anradapma Tpabsa ja 6s1at

YIBIKEHH B CHOTBETCTBHE C oOuuaiinara MpaKTHKa 33 aMITHIHIHH.
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[ <5 ] 48 yaca ]

CynSaxram 1 aMITHIITHH C& eTHMHHIPAT OT KPbBTA YPE3 XeMOMAM3a B GAHAKEA CTETICH, [I0palH
koeto AMmHuIER/Cynbaxram Anrra®apma Tpabsa fa ce mpusara BeAHAra ciell IHANK3a 1 Ha
uHTepBany oT 48 Jaca o cne/BauaTa AHann3a.

Hayue Ha DpUIOKEHUE

HHrpaBeHO3HO WM HHTPAMYCKYIHO NPHIIOKEHHE

3a MHTPAREHO3HO MpHnokeHne AMmuuaTiy/Cynbaxtam Anta@apma Tpabsa na OBAC pa3TBOPEH CBC
CTEPHIHA BOJIA 32 MHKEKIIMM YK JPYT CHBMECTHM PasTBOP (B3K. TOUKA 6.3). 3a na ce oCHIYpH NIBJTHO
pasTeapsie, TpAGBa [a ce OCTABH, JOKATO M3UE3HE MAHAT, 32 12 MOXE /a Ce IIPOBEPH BU3YATHO.
JTlo3aTa MoYe a Ce MPHIIOKH KaTo GOMyCHa MEDKEKUMA 33 MEHKMYM 3 MHHYTH HIIH MOXKE J1a Ce
M3N013BA B NO-TONEMH pazpexkaanus (50 — 100 ml), kaTo uATpaBeHo3Ha HHPY3Hs B IPONBIIKEHHS Ha
15-30 MUHYTH.

3a UHTPAMYCKYIIHO IIPHICKEHHE C& NPEophYBa KbAOOKO WHTPAMYCKYITHO KHAKEKTHPANC. I1pu Gonka,
MOXe 12 ce W3I0mBa 0,5 % CTepHiIeH HHKEeKIHOBeH pa3TBop Ha IMAOKAHHOB XU/(POXIOpHA 32
pasTeapsne Ha npaxa (3,2 ml 0,5 % crepuncH pazTBOp 32 MHIKEKLHY Ha THACKAHHOB XHIAPOXITOPHA 38
aMmuLas/cynbaxTam 1 g/0,5 g 1 6,4 ml 3a aMmuUmMImH/CynGaKTaM 2 g/l g).

3a yKa3aHHA OTHOCHO PEKOHCTHUTYHPAHETO/PaspeKAaHETO Ha IEKAPCTBEHHIA MPOLYKT Mpelit
APHIOKEHHE BIDKTE Todka 6.6. 1 6.3,

4.3 IIpoTaponoKasaHui

¢  CBpBXYyBCTBHTEHOCT KbM aKTHBHHTE BELIECTBA.

¢  CBpbXYyBCTBHTENHOCT KBM IPYTH MEHALNIHHH.

o AHaMHe3a 33 TexKH He3aGaBHH PEAKIIAA HA CBPBXUYBCTBUTENHOCT (HAMIP. aHa(pHNAKCHA) KBM
Apyru Gera-nakramu (Hamp. redanocnopyH, kapbaneHeM WiH MoHOOaKTaM).

e AHAMHE3a 22 YBPEXK/IaHe Ha YepHHs Apod crien ynoTpeba Ha aMITHUMIHH.

Ipyu BATpaMyCcKyIIHO IPFIIOKeHHe TpAGSa fa Ce cria3BaT MPOTHBOTIOKA3aHHATA 33 ynorpeba Ha
TMHIOKAHH.

UnTpaMyCcKyIHOTO NPWIOKCHHE Ha Ammruanup/Cynbakram Anradapma e NpoTHBONOKA3aHO NPH
Jela nof 2-rogMIIHa Bh3pacT.

4.4 CHenpaIHH XPeAYNPEKICHHN H NPeANa3HH MEPKH MPH ynotpeba

CroBLIABAHH Ca CEPHO3HH M IOHAKOra (haTaHi peakliii Ha CBPHXIYBCTBUTCTHOCT (aHadHIIAKTHYHK
PeaKiluy) [PH NALFMEHTH Ha JIgHeHHE C MEHHULITHH, BITIQHUTEIHO cynbakram / amnununnH. Tesn
PEaKLMH € [10-BEPOATHO JIa C& TIPOABST IPH JIALA ¢ BHAMHE3A 38 PeaKLMK Ha CBPBXYYRCTBUTEJIHOCT
KBM MEHHIIMIMA B/WTH PEaKilii Ha CBPBXIYBCTBUTE/THOCT KbM MHOIKECTBO ANCPreHM.

HMMa cpoBIIeRHs 38 HUA ¢ AHAMHEE33 33 CBPBXIYBCTBHTETHOCT KbM NEHHLFITHH, KOUTO Ca MPOASHAIH
TEHKA Peakiuy [Py JieueHye ¢ neanocnoputy. [Ipeay Tepanya ¢ nEHHUMIHH TpsAOBa 12 C€ HAlPaBH
BHHMATE/IHO CHEMaHe Ha AHAMHE3a 3a [TPEeIXOHH PeakllHH Ha CBPBXHYBCTBHTETHOCT KbM
MEHHIUTHHH, HehanoCnOPUHH  APYTY alepreny. AKO ce OjBY anepriiha peaxiing, NpHIAraHeTo
HA JIeKApCTBOTO TPAHBA Aa Ceé IPeyCTAHOBU H Aa C€ 3aN0YHE MOAXOAALATA TCPAMHA.
CepHO3HATE AHA(DUIAKTHYHH PEAKLMH U3HCKBAT He3abaBHO CIIEMHO JISYEHHE C eIMHEPHH
(anpenanuy). TpsORa Na ce IPIIOKAT KHCIOPOJI, HHTPABEHO3HH CTEPOHIN MEPKH 32 O W
BEJTHOYMTENIHO MHTY0A1[s, aKO C€ Halara. ¥

TeskKM KOKHH peaKlHH, KaTO TOKCHYHA eHIepMania HEKpOilk3a (Toxic epidermal
(TEN)), curapom Ha CTuebHC- JDKOHCEH (Stevens-Johnson syndrome (5JS)), excto
JepMATHT, epureMa MyITH(OpPME H OCTpa FeHEpATM3NPana SK3AHTEMATO3HA MyCTY.I0
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Generalized Exanthematous Pustulosis (AGEP)) ca ¢cho6masaHi npu MaUKMeHTH Ha TEPANKES C
AMITHLMIHHE/CYN0aKTaM. AKO Ce [10SBH TEXKA KOXKHA PeaKius, aMIHUKIHH/cya0akTam Tpabea aa ce
NIPEKPATH U [ Ce 3a1104YHe MoAXOAdAIa Tepankd (BK. Touka 4.8),

Kakto npu Beceku Apyr anTHEHOTHK, OT CBUIECTBEHO 3HAUEHHE ¢ HEMPEKLCHATOTO HABMOICHIE 3a
NPU3HALH Ha CBPBLXPACTEX HA HEYYBCTBUTE/IHH OPTaHU3MH, BKITIOUHTENHO MBOHYKE. AKO HACTBIM
CyNepvHQEKIHA, TEKAPCTBOTO TPADBA i Ce NPeKpPaTH W/WITH [a Ce 3AMOUHE NOAXO/IALIA TePans.

Crobuwiasa ce 3a Clostridium difficile cenpsana quapun (Clostridium difficile Associated Diarrhea
(CDAD)) npu nprno:KeHHS Ha MOYTH BCHYKH aHTROAKTEpHAIHH CPEeACTBa, BKIIOUHTEHO Cyn0aKkTam
HATPHH/AMIMUMIHH HATPHH, KATO TEKECTTa MOKe [1a BApUPA OT NieKa JAHapHs 10 haTaieH KOJMT.
JleuenueTo ¢ anTHOAKTCPHAIHH CPENCTBA IIPOMEHS HOpMaNHaTa (ropa Ha Aeber0To YepBo, KOeTo
BOZH Jo cBpbxpacTex Ha C. difficile.

Clostridium difficile npouspexna Tokcunu A u B, KoHTO 10NpUHACAT 3a passuTHeTo Ha CDAD.,
INpoussexxknanuat ot mamose Clostridium difficile XMIepTOKCHH MPHYHHABA IOBKILIEHA
3a00NEBAEMOCT H CMBPTHOCT, KAaTO Te3H HHOEKUHH Morar fa ObJaT YCTOWYHMBH Ha AHTUMUKPOOHA
Tepanus H MOXe 1a H3HCKBAT KostlektoMua. CDAD TpaGea Ja ce ¥Ma Npe/(BHA NPy BCHUYKH NAUMEHTH
¢ nuapus cnen ynorpela Ha anTHOHOTHUM. Heofx0aHMa e waTeHa aHaMHe3a, Thil KaTo e
cb00IaBano 3a ouea Ha CDAD B npoabiikeHne Ha Hag 2 Meécela Ciie NPHIOKEHHETO Ha
aHTHOAKTEPHATTHH CpeacTBa.

KakTo 1pH BCAKO NPOIBIDKHTENHO JIeueH#e, 10 BpeMe Ha Tepanuara ¢ Amruuunun/Cynbakram
Anra®apma, € IPENOPHUUTEITHO MEPHOMMYHO J1a Ce MPOBEPsBa 3a AHCOYHKIMA Ha GrOpeunaTa,
4epHOAPOOHATA M XeMATONOSTHYHATA CHUCTEMH, 0COBEHO NIPH HOBOPOIEHH, HEIOHOCEHH AELA U
KbpMadJera.

VYrnorpebaTa Ha aMIHLIIMH/CY0AKTaM CE CBBP3BA C JIEKApCTBEHO MHIYIMPAHO YePHOLPOGHO
YBpekaaHe, B TOBA YKC/IO XONECTaTHYEH XeNaTHT ¢ X LiareHUHA. [larueurnTe Tpabra aa Osaar
NOCHEBETBAHH [1a CE CBBPIKAT ¢ TEXHHA JEKaP, aKO Pa3BHAT NPHIHALM H CHMITOMH Ha Y4epHOapobHo
3a0ongapade,

Tri ka0 HHdexknHO3HATa MOHOHYK/IE03a € BHPYCHA TT0 TIPOH3XO/, aMIHITWIMH/CynGaKkTam He TpaGBa
A ce M3I0JI3Ba 32 HEHHOTO JieyeHue. [1pH BHCOK MPOLICHT OT MALIHEHTHTE ¢ MOHOHYK/IE03a, Ha
Teparis ¢ AMITHLUKITHH, ¢¢ € MoABMI KoxkeH obpuB. Koxknuar obpHs, BeencTere ynotpebara Ha
AMIHLKIHH, YECTO Ce CPella  [IPH NalKeHTH ¢ TMMQOLWTHA IeBKeMUS.

Ammanunua/Cynbakram Anradapma 1 g/0,5 g:
Toau nexapeTeen npoaykT chabpka 115 mg (5 mmol) HaTpuil Ha GIIAKOH, KOUTO Ca eKBHBAISHTHH Ha
5,75 % OT NpenopBLYUTENHIS MAKCHMAIEH AHEBEH PHEM OT 2 g HATPHIL 32 Bb3PACTeH.

Amnuipun/Cyrbakram Anra®apma 2 g/1 g:
Tosu nexapersen npoykT ceappika 230 mg (10 mmol) HaTpHit Ha PNAKOH, KOMTO Ca EKBHBANEHTHU
Ha 11,5 % OT npenopb4HTENHMS MAKCHMANICH JHEBCH TIPHEM OT 2 g HATPYIA 34 BBH3pacTeH.

Makcrmanua naeBHa 1o3a ot 12 g (8 g ammuimiui 1 4 g cynbaxram) (Bx. Touka 4.2) 61 noBena 10
nprem oT 920,8 mg narpuit, KOHTO ca exBUBaNEHTHH Ha 46 % oT npenopbuuTentua or C30
MAKCHMAJICH [HEBEH TIPHEM Ha HaTpHii. JIekapcTBEHUAT IPOLYKT ¢€ CUHTa C ,,BHCOKO HMBO™ Ha
HaTpuii. ChLABPKAHUETO HA HATPHH B TO3H NEKAPCTBEH NPOAYKT TPAORA 1a ce BIeMe MPENBHI, KOTaTo
C€ MPIJIAra Ha NAUMEHTH HA JHETa C KOHTPONHPaH MNpHeM Ha HATPH.

Anronypunon:
C’bH'bTCTBaHlUI‘O NPAARPKCHHE Ha alCIIYPHHOM H aMOHUHIHH MOBHELABA CHUCCT
06pHBH’I‘e NpH NalHEeHTH, KOUTO MOIY4YaBRaT | JRaTa MPOAYKTa, B CPABHEHHE C 11
TEpaIHs CaMO ¢ aAMITHLHIKH.



Amunoeruxozudu:

CMECBAHETO Ha AMITHLWIIMH ¢ aMHHOTTMKO3M/IH M VilFo BOAHM 00 CBIIECTBCHO B3aHMHO
HHAKTHBHPAHE; aKO Te3H I'PYNH aHTHOAKTEpHATTHH IEKapCTBa ce MPKUIIAraT ¢AHOBPEMEHHO, TpAGRa Aa
OBIAT PHMATaT Ha Pa3THYHK MECTA, PA3/IeIeHH ¢ MHTePRAN OT MHHHMYM | Hac (BK. Touka 6.2).

Aumuroazyranmuy:

IIapeHTepanBATe NCHULMIMEM MOTAT 1A IOBETIAT 10 MPOMEHH B TPOMBOLMTHATA ArPEraLms 1
KoaryJaunoHnure TectoBe. Tesu edeKTH Morar 1a ObJaT AIMTHRHM C eheKTHTE HA
AHTHKOArYIAHTHTEC.

Baxmepuocmanmuinu aexapemsa (XAopampenuxon, epumpomuyun, CyrGonamMudu u MEmPAYUCIINY).
BakrepuocTaruuuuTe NekapeTsa MOraT Aa NOBIMIAT Ha GAKTEPHITHIHOTO AeHCTBHE HA
TICHULMITHHATE; Hali-moGpe e na ce u3bsirva eqHOBpEMEHHATA TepANHSL.

Memompexcam:

EnnoepeMeRHOTO NpUIoKEeHHe ¢ NEHHIMITHEY BOOH A0 HaMASEaHe KIMPBHCA W ChOTBETCTBALID
HAapacTBaHE Ha TOKCHYHOCTTA Ha METOTpeKcaT. TakuBa nauueHTUTe Tpatsa ja Gbaar BHHMATETHO
npocreagBaHy. Modke fa C& HanoKH IOBHMNABAHE HA JO3MTE HA JIEBKOBOPHH M MPHIATAHETO MY 34 f10-
ABJITH IEPHOAM OT BpEMe.

IIpobeneyuo:

Ipoberenun Hamanapa 6s0peunaTa kaHAHA CEKPELMA Ha AMITHIIWIHH H CYNOAKTAM, KOraTo ce
TIpHIara HOBPEMEHHO C TAX; TOBA BOJM /10 MOBHILEHH K YIbJUKCHH CEDYMHU KOHUEHTPALHH,
YABIKEH STHMHEHAUMOHEH NOTY>KHBOT H NMOBHIIEH PHCK OT TOKCHYHOCT.

Bsaumooeticmeus ¢ aabopamopuu mecmoge:

DaIIBO NONOKATENHA PEAKIHS 33 [IHKO3ypHS MOke Jla 6bie HabmoaaBaHa Py aHANK3 HA
YPHHATA ¢ MIOMOLUTZ HA peareHT Ha benennkr, pearent Ha ®enurr M Kimuutect. Cnen npunoxenne
Ha aMITHUATHE 11p1 OpeMeHHH jeHH ¢ HabMmoNaBaHo MPexoIH0 HAMANABAHE HA NIa3MeHaTa
KOHIEHTPAIIHs Ha OOIIHS KOHIOTHPAH €CTPHOJ, eCTPHONI-TIOKYPOHHI, KOHIOTHPAH €CTPOH 1
ectpazuon. Tosu edext Moxke ja BE3HHKHE ¥ NIPH NPUIOKEHHE Ha AMIHIIRE/Cyn6akTam
Amra®@apma.

4.6 DepTHRATET, GpEMEHHOCT H KhPMeHe

bpeMeHHOCT
[IpoyuBanuATa BBPXY PENPOIYKTHBHOCTTA MPH XHBOTHH HE NOKa3BaT (PETOTOKCHYHH €(DEKTH Ha

aMITHUMTHE WTH cynbakram. CynbakTaM ¥ aMIHLIIHH IPEMHHABAT IUIALEHTApHaTa apuepa.
besonacroctra npu ynotpefa mo Bpeme Ha SpeMeHHOCT He & YCTAHOBEHA. Hopaau rosa
AMmEnuInH/Cyn6akram Anra®apma He TpaGba Aa ce H3M0I3B2 N0 BpeMe HA GPeMEHHOCT,
OCBEH AKO NOTEHUHAJHHTE N0/I3H NPEBHMABAT MOTEHNAJIRHTE PHCKOBE.

Kppmene
AMIHLMIHH U cynGaKkTaM C¢ eKCKPETHPAT B KbPMAaTa [PH HACKH KOHIIEHTPALMH (CHOTBETHO

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

Ynorpebara Ha aMITHLAITHH 1 CyAGAKTAM [pH KbPMeNIH eHH MOXKE 14 PHIIHE JHAPHA TIPH JETETO.
AMIHIWIRH U cynbaxTaM Tpabea Aa ce H3MOA3BaT NO BPEMe Ha KBPMEHE, CaMO aKO [IOTEHLHATHATA
MnoJi3a ONPaBaaBa HOTEHLHAIHMA PHCK.

Deprunurer

llpoy4BaHuATa BbPXY PENPOAYKTHBHOCTTA [PH JKUBOTHM HE Pa3KPHBAT JOKA3aTENCTB
Ha (HepTHIHTETa HIIH YBPEXIAHE HA IL10,1a, THDKAITH ce Ha Cya0aKTaM H aMITHLMA

4.7 EdexTn BHpXy cnocoGHocTTa 32 wodnpane u paora ¢ MaMHK

Ammuupnnn/Cynbakram Anradapma IOBTHABA IPeHEOPEsKUMO CIOCOGHOCTTA 32
pabota ¢ Matpuu. Benpeku tosa cnen npunoxenne Ha Ammininui/Cynbakram A



A4 Ce MOABH 3aMasgHOCT, I'bEPYOBE H CbHAHWBOCT, IOpajdH KOETO MAalHEHTHTE TpHGBa na 6spar
NOCHBETBAHH 1A HE IlIO(l)PIpaT HIIU [a HE paGOTHT ¢ MALITHHH, aKO NOTy4aT TC3H HEXMENaHH PCaKIIHH.

4.8

Hexenann JEKAPCTBEHH peAKUHH

Heskenanute peakuum ca u36poenu no MedDRA CHCTEMO-OPTraHeH KJ1acC M ¢a TpynupaHH criopen
TAXHATA 9ecToTa. ClleAHATa KOHBEHUMS & H3MON3BalA 32 KNacidhHKAUMS Ha 9CTOTATA: MHO20 YeChi
(z 1/10), vecmu (= 1/100 1o < 1/10), nevecmu (> 1/1000 to < 1/ 00), pecxcu (= 1/10000 to < 1/1000),

C Heussecnia wecmoma (om HanuuHume OaHKU He Modice da Bvde Hanpasena oyenka)

Hexenauy nexapCTBeHH peakuum, CBBP3aHH ChC CAMOCTOATENHOTO NPUIOKEHHE HA AMITHLMIHH,
Morar aa 6bAaT HaGIFOAABAHH MPH MPHIOKEHHETO Ha Amnuumnun/CynbakraM Anradapma.

Cucremo-oprasen Yecrn HeuecTn Peakn C HeH3BeCTHA YecTOTA
Klac
Hapyienns na AHEMHEA, UIeBKomeHMs, (X eMOMUTHYHA aHeMHs
[KpBBTa H mambnata(TpomGouutonenns,  [HeyrponeHus ATpaHy1OLMTO34
CHCTEMA Eoaunogunms TpombouHTONEHHYHA
ITypiypa
Hapymenus ua A HathUTAKTHYEH IOK
MMYHHATa CHCTEMa AHa(DHIAKTHYHA peaKns
AHahHIAKTOMAEH [HOK
AHA(UIAKTOWIHA PeaKumsa
Cunzpom Ha Kyuuc
CBpBXYYBCTBHTENHOCT
Hapymenus na Cnasobomme [epuose
HEepBHATA CHCTEMA 3amasHoCT
CeunuBoCT
Cna0BH DaeOuT
HAPYIUEHHS ‘
Pectparophn, ucnoes
rpBAHA H
METHACTHHAITHH
HapYIIeHHS
Cromanrso-1pesnn [[Inapus Moepremane  Kopemua [IcesnomemOpaHo3eH KonuT
HAPYIIEHHA Oonka [EHTEpOoKONHT
lapene Memnena
["nocur Cromarut
Obe3upeTsaBane HA ¢3HKa
Xenarobunuapun  XunepGunupybuneMus X 0ecTaTHYCH XeNAaTHT,
HApYLIEHHS Xonecraza, JKrnrennua,
ABHOPMHA YepHOapOOHA
byHKLMS
Hapywiernns ra O6pus Cuuapom Ha CTHBBHC-[KOHCEH
Lconca'ra u Crphex TokcuuHa enuepManHa
[OKOMKHATA ThKAH HEKPOJIH3a
Epurema Mmynruadopme
OcTpa reHepany
eK3aHTe :fﬁu




Hapyienus Ha HuTepcTHIMATEH HepHT
OrOpeuuTe H
HKOYHHTE [THTHIA
OIIH HApYIIeHHs (BOJKA Ha MACTOTO Ha  (YMopa PeakniHa Ha MACTOTO Ha
W epekTH Ha WHKEKTHPAHS OrnagHanoct HHKEeKTHpaHe
MSICTOTO Ha
MpHIOKeHHE
Hacnenparns [TorHIICcHA aNaHWH
aMHHOTpaHc(epasa
TloBHInEHa acniapTat
aMHHOTpaHChepasa

Crobiarare Ha MONO3HPAHK HEXENAHH PEaKLMH
ChoOLIABAHETO HA MOJOIHPAHH HEXETAHH PEAKIHA ClIC paspelllagaHe 3a ynotpeba Ha NeKapCTBEHHS

IPOAYKT € BaxHO. TOBa MO3BONABA Aa MPOTBIOKH HAOTIONEHHETO HA CHOTHOLICHHETO TION3a/PHCK 32
feKkapcTReHUs NpoaykT. OT MEQUUMHCKUTE CIICLAATHCTH C& H3MCKBA A3 ChoOIIaBaT BCAKA NOJO3HpaHa
HEXKEJIaHa PEaKLIkg ypes:

W3nenHUTENHA areHnys Mo JIEKapeTBaTa

ya. . Jdamas ['pyes™ Ne 8

1303 Codun

Brirapuvs

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg
4.9 Ilpexozapane

Cumpromu

HanuuHa e orpaHHuena HHQOPMALIEA 33 OCTPATa TOKCHYHOCT Ha AMTIMLMIEH HATpHit i cynbakTam
HaTpHit npy xopa. OyaKsa ce Npefo3upaHeTo fia NPeaU3BHKa NPOSBH, KOHUTO M0 CBIISCTBO Ca
NPOABIDKEHHE HA HEXKENAHNTE PeakLdu, choBLIEHH C ekapcTBents npoykr. Tpadea aa ce 0T4UTa
paxTa, 4e BUCOKWTE KOHLUCHTPALIMH Ha DeTa-n1akTaMiH aHTHOMOTHIIM B UepebpocniHaIHATA TEUHOCT
MOraT Ja [OBeNaT A0 HEBPOJIOTHYHH MPOSBH, BKIKOYHTEHO I'bPYOBE.

Tepanua
Tbii KATO AMITHLIIKMHET B cyN0akTaAMBT ¢ OTCTPAHABAT OT KPbBOOOPALLIEHHETO Ype3 XeMOAHAIN3a,

Te3u MPOLIEYPH MOTaT [a YCKOPAT eTMMHHUPAHETO Ha JIEKAPCTBOTO OT OPranv3Ma B CIIy4aH Ha
npeno3Hpale IIPH NalHeHTH ¢ Hapyilena Ob0peuna GyHKUHA.

5. ®APMAKOJIOTHIYHI CBOMCTBA

5.1 <DapmakoIHHAMMYHH CBOHCTBA

dapMakoTepaneBTHYHA IPyna; aHTHGAKTePHATHH MPOAYKTH 3a cucTemAa ynorpeba, KombuHaumy ot
MIEHHULMIIHHY, BIJL. OeTa-TakTaMa3sHi HHXHOUTODH,

ATC xom: JO1CRO1
Mexanu3bM Ha JIGHCTBUE

BHOXMMHUHHTE [pOyYBasiA ¢ Ge3KTeThHN OAKTEPHAIHM CHCTEMH MTOKA3BAT, Ye CyNbaKTaM e




YYBCTBHTEJTHH Ha KOMOMHAITHATA, OTKOAKOTO KbM OeTa-NakTaMHHsA aHTHOMOTHK, MpHIaraH
CAMOCTOATECITHO,

BakTepHIMIHUAT KOMIOHEHT Ha KOMOMHALMATA ¢ AMITMLMIHH, KOKTO nono0Ho Ha OeH3nuN NeHAIHIHH
JieiCTBA Cpelly ¥yBCTBHTENHY MHKPOOPTAHHIMHE 10 BPEME HA eTana Ha AKTUBHO MYJITHILIHLMpane
ype3 HHXHOMpaHe Ha OHOCHHTE3a Ha MYKOTIENTHIA HA KNeThbYHATa CTeHa.

AnTHbGaxTepHaney COCKTHp
AMmapian/Cynbakram Anta®apma ¥Ma IDMPOK CIIEKTHP Ha AHTHOAKTEPHATTHO JAEHCTBHE CPeLy
H30pOCHHTE MTO-T0IY GaKTEepHH:

I'paM-NOnOKUTENHH:

Staphylococcus Aureus (uyscmeumenen xom memuywrur), Staphylococcus epidermidis (BKIIOIHTENHO
YCTOHUMBYK HA FIEHHIIMIIMH M HAKOH METHIIWIIHH YCTOHUHBY 1iamMoBe); Strepiococcus preumoniae,
Streptococcus faecalis n Apyru BunoBe Streplococcus,

I'pam-orpHIAHHE;

Haemophilus influenzae u parainfluenzae (xaxTo 6eTa-1akTaMasHH NOMOMKUTENHH, TaKa H
OTPHUATENHU LIIAMOEE);

Moraxella catarrhalis,

Escherichia coli,

Bunose Klebsiella,

BHj10B¢ NpoTeH (KAKTO HHJOI-MO0KHTENHH, TAKA 1 HHIO-0TPHLATENHH),

Amnaepobu
Bacteroides fragilis v cponuu BUaOBe

Ycroliuuee maMoBe

PasnpocTpaHEHHETO HA PE3UCTEHTHOCTTA MOXKeE a BapHpa MWy pa3IHYHHTE [IAMOBE, AbPXKABH H
MHCTHTYIIHH, OPY MEXIY PasIH4HHTe OTACKeHUs HA BonHKHLa,

Kakro apyrute Gera-TakTaMHHd AaHTHOHOTHIM, aMITHLIIHE/cyibaKkTaM He e eeKTHBCH [IpH
vHbekHd, npuurHesH oT punose Chlamydia w Mycoplasma.

T'pannumu cTOAHOCTH

I'paHH4HHTE CTOMHOCTH HA MHHHMAaTHATAa HHXKOKpata koHueHTpanua (MHUK), ycTaHOBEHH OT
Esponeitckus KomureT 3a Uacneasane va Antumuxpobuara vyscrententoct (EUCAST) ca
IpeficTaBeHH 10-JOIy.

EUCAST KJIHHHMHE TPAHAYHM cToliHocTH Ha MUK 3a amnunuann/cyadaxram (2021-01-01,
v11.0)

Organism YypcrsaTenHn | PesncrenTHn
(mg/l) (mg/l)

Enterobacteriaceae’ <8 >§

Staphylococcus spp. 3abenesxxa >+ | 3aGenexka 2

Enterococcus’” <4 > 8§

Streptococcus groups A, B, C and G Jabenexka ° Jabenexka ¢

Streptococcus preumoniae’ Jabenexka 3abenexwxa

Viridans group streptococci 3aGeqexka ‘> | 3abenexxa '™

Haemophilus influenza <] > 2

Moraxella catarrhalis <1t > 1L

I'pam-nionoxwuTe HH aHaepobu ocsed Clostridium <4

difficile’

I'pam-oTpULaTe HE aHAepobH | <4

Heceppzany ¢ wiamMa rpaHYHe CTOHHOCTH ! <2

! 3a nenuTe WA TecTa 3a YyBCTBHTENHOCT, KOHIIEHTPALMATA Ha CynbaKTam e @HKI‘\I@aHa Hd 4 mgfl /
A R =




2 Tloseuero S. aureus ca NPOU3BOAMTENH Ha IEHULMIHHA3A, A HAKOM Ca YCTOMYHMBH Ha MeTHLUTHH. U
[IBATa MEXAHH3MA [H MPABAT YCTOMYHBH Ha OeH3HINEHHLUATHH, PeHOKCHMETIWITIEHHUHITHH,
AMITHUMIMH, AMOKCHLIMITHH, THOEPALM/IMH M THKapLwiuH. M3onmarurte, KouTo TecTBat
YYBCTBHTEIHOCTTA KbM OEH3HIMEHHIIWINE U 11eGOKCUTHH, MOrat Aa 04T HOKNaJBaHH KaToO
YYBCTBHTENTHH KEM BCHUKH MeHUUWIHHH. Mzonature, KOUTO ca yCTOHYMBH Ha OEH3MNNEHHLKKH, HO
Ca YyBCTBUTEITHH Ha Ue)OKCHTHH, Ca YyBCTBMTE/IHM HA KOMOHHAUMH OT (-nakTaM - B-NakTaMasHu
HHXAGHTOPH, H30KCA3OTHINSHULHIHHH (OKCALFIHH, KITOKCALIHTHH, JHKTOKCALHIHH H
¢ryrnorcalIHE) H HapUWITMH. 32 arcHTH, [IPUIAraHH NepopallHo, TPAbBa na ce BHHMaBa 3a
[OCTHTaHe Ha JOCTATHYMHA SKCTIO3HIUA Ha MACTOTO Ha HH(eKInaTa. MzonaTure, KOUMTO ca yCTOHYHEH
Ha Ue(QOKCHTHH, ¢a YCTOMYHMBH Ha BOHYKH TIEHHLHITUHH

3 TloBeueTo Koarynaza-oTPHUATETHH CTAQHIOKOKH ca IPOH3BOIUTENH Ha MEHUI[MIMHAYA, 4 HAKOH ca
YCTOHYHBH HAa MeTHURIMH. H nBata MexaHu3Ma rv NpassaT ycToHYHBH Ha GeH3MTNCHHUITHH,
(EHOKCHMETIINEHHIIMIKH, AMIHUMITHH, AMOKCHUMITHH, IIHIIePAFIMH 1 THKapuinul, [Tonacrosimem
HMa HAIHYEH METo/, KOHTO MOKe HaJeKAHO 1a OTKPHE NPOU3BOACTBOTO Ha NICHHLIMIIMHA3A B
KOArynasa-OTPHLATENTHHA CTA(QHIOKOKH, HO PEIUCTCHTHOCTTA KbM METHLIMITHH MOXKe J1a Oblle OTKpHTA
¢ LehOKCHTHH, KAKTO & OIHCAHO

4 AMNULMIIME 9YBCTBUTENEH S. saprophyticus ca mecA-OTPHIATETHH H UYBCTBHTETHH HA AMITHLIHH,
AMOKCHLWIHH M nuiepatdiud (Ges niu ¢ berta-makraMaseH HHXHOHTOD).

’ YyBCTBUTEIHOCTTA KBM aMITMUMIIME, AMOKCHLIMIIMH U THNepalunyt (6e3 win ¢ GeTa-1akramased
HHXUOHTOP) MOXKeE J1a ce H3Bejle OT AMITHLMIHH. PE3HCTEHTHOCTTA KbM aMIIMUMIIHH € HeoOuuaHHa
npu E. faecalis (noreupaenc ¢ MHUK), uo uecto npu £. faecium.

% QyBCTBUTENHOCTTA HA CTPENTOKOKOBH rpynu A, B, C ¥ G KbM MEHULHITMHKA C& H3BEKA OT
YYBCTBHTC/THOCTTA KbM OCHIHNIICHANMWIHH (MHAMKALMY, Pa3iMYiy OT MEHHWHIHT), C H3KIIIOYCHHE Ha
(HOHOKCHMETHINEHHLIIMH H H30KCA3OJIUNCHHITHINEY 33 CTPENTOKOKH rpyna B.

7 NoGapanero Ha Gera-naKTaMaseH HHXUOHTOp He HOCH ICTHHUYHA TIOJI34.

® Okcauunu 1 pg nuckoB Tect 3a ckpunuur win MUK tect 3a GeH3WINEHHUNIHH TPdBa Aa ¢e
H3MON3BAT 34 U3KIIOYBAHE HA MEXaHU3MHTE Ha Pe3UCTEHTHOCT KbM GeTa-nakramu. Korarto
CKPHHHHIBT € OTpHLATENCH (30Ha 32 HHxuOHpaHe Ha okcatpuiiy >20 mm, unu MUK Ha
Oersunnenmud <0,06 mg/1), BcHuky GeranakTaMHH ATCHTH, 33 KOUTO ¢a HANWYHH KITHHUYHA
IPaHHYHH CTOHHOCTH, BIUTIOUMTENNHO Te3H ¢be ,,3abenexka™, Morar a Obaar NOKIaJABaHH KATO
YyBCTBHTEIHH, §€3 NOTBIHUTENHH TECTORE, ¢ H3KIIOUeHHE Ha Liedaknop, KOHTO, aKo C¢ IOKIIa/IBa,
Tpabra 1a ce OTuYETe KATO ,,YyBCTBHTENEH, MOBKIIEHA ekcTiosuuua™ (1). Korato ckpHHHEIBT ¢
HonoKETeNeH (30Ha Ha HHxubHpane <20 mm, niu MHK Ha Genzunnenmwinun> 0,06 mg/l),
YYBCTBHTEJIHOCTTA TpAOBA 12 Ce NOK/IA/IBA B CIIy4ail, 4e 30HATA HA OKCALMIHHE & =8 mm, B ciy4ai, ye
30HAaTa HAa OKCALIHH € <8 mm, noACKa3Ba UyBCTBHUTEIHOCTTA KbM aMITHLWIIHH,

# UyBCTBHTENHOCT, H3BEEHA OT AMTMIIMIMH {[l0Ka3aHHSA, PA3THYHU OT MEHHUHIHUT).

1 Bensunnenvumnun (MUK iy audysHoHen MeTo)( Upe3 H3NON3BAHE Ha OKCALUANHHOB JHCK) MOXE
Ja ce M3MON3BA 34 CKPHHHMHT Ha OeTa-NakTaMHATa Pe3UCTEHTHOCT NPH CTPENTOKOKH OT IPymnaTa Ha
viridans. M3onature, KaTeropU3Hpads KATO CKPUHHHT OTPHUATENHH, MOraT Ja ObAaT JoKnaasaHd
KaTo YyBCTBHTETHH Ha HeTa-TakTaMHH areHTH, 33 KOHTO ¢a U30POeHH KIIMHHYHH MPaHHYHH
CTOHHOCTH (BKIIQUHMTETHO TE3H ¢he ,,3abenexka’). M3onarure, kaTeropMaupaly KaTo CKPHHHHT
TIONEOKUTETHH, TpAGBa 1a OBAAT TECTBAHH 3@ UYBCTBHTETHOCT KbM OTAE/THH areHTH.

11 33 CKPHHHHT-OTPHLATEIHE K30MATH Ha DEH3UNNEHHLIIHH (30Ha Ha HHXUGHpaHe >18 mm win
MHK <0,25 mg/l), 9yBCTBHTENHOCTTA MOYKE /1A C& M3BEE OT OSH3MINEHHLWIMA MITH aMITHLUHIIHH, 32
CKPHHHHT-IIONIOYKHTETHA H30/1aTH Ha GeH3MImeHHIWIMH (30Ha Ha HHXHOApare <18 mm mnu MUK
>0,25 mg/1), YYBCTBUTECMHOCTTA C€ ONpPE/IENs OT aMITHITHIHH,

12 YyRCTBHTEIHOCTTA MOKE J1a C& U3BEAE OT AMOKCHLMIHH-KIIABYJIAHOBA KHCE/HHA iV,

3.2 @dapMaKOKHHETHYHH CBOACTBA

Pasnpenenenue
AMMHLUNHH/CYNOaKkTam JIECHO ce pa3lpesenisa B MOBEYETO TeNSCHH ThKaHH W TeYHOCT

[poHWKRAHETO B rNaBHHUA MO3BK K B rpEOHaYHATA TEUHOCT ¢ cnabo, OCBEH KOTaTo
Bh3naieHH. BUCOKH KOHIEHTpalHK Ha Cy10aKTaM W aMIWIMIAHH B KPBBTA CE TOCT)
HHTPABEHO3HO MIIH MHTPaMYCKY.THO MPHIOKEHHE.
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Envumundpane
M npeTe CHCTARKH HMAT MEPHOJ Ha onypasnaj okono 1 gac. [lo-rongaMara yact oT npodykra ce

EKCKpPEeTHpa HETIPOMEHEH B YPUHATA.
5.3 IlpearNUHHYHK JaHHH 32 0€30MACHOCT

OcTpaTa TOKCHYHOCT Ha CYJTaMHLITHH (IpopaieH ISKapcTBeH MPONYKT, KoiTo ocsoboxkaaga
aMOMIFUTHH B cyI0aKTaM cileft in vivo Xuaponu3a) e Hucka. LD30 Ha ¢y TTaMHUHTMH-TO3KIAT IIPH
rexose € 7 g/kg cnen excniosuumsa per os. Camo cynbakTam soau 1o LD50> 10 g/kg npy MUwk#
e/l EKCTIO3UIMA per 0§, IOKATO Ta3M CTOMHOCT e npuban3uTento. 3,6 g/kg cnen MHTPaBEHO3HO
npunoxeHre. CLOTBETHHTE CTOHHOCTH IIPH IbX0Be ¢a >4 g/kg W 3,4 g/kg cHOTBETHO.
TokcHYHOCTTA C¢ OMpeens Ype3 MHOIOKPATHO JTIO3UPaHe Ha CYNTAMHLIK/IKH, CyNnOakTaM Win
KOoMOHHALMS OT CyI0AKTaM-aMITHLWIMH B [IPOAB/DKCHHE Ha 6 MECELa MpH ILTLXOBE H KyJeTa.

B ropecnoMeHaTHTE MPOYYBAHHA 3a TOKCHUIHOCT ¢e HabmonaBaT edieKTi BbpXY HEpHHA 2pob cael
TIPHIIOKEHHE HA CYITAMHULMIHH WITH cy0aKTaM. B 0nb/HeHHE KBM NOBHLIEHUTE HePHOAPOSHH
exsumu (GOT, GPT, LDH, AP), B yepana apol € OTKPHTO M HATPYNIRAHE HA MNIHKOreH B 3aBHCHMOCT
OT 7I033T4 U BPEMETO, KOETO Ce OKa3pa o0paTUMOo cliell PeKpaTIBaHE Ha SKCIO3AuMATa. ToBa
HATPYBAHE HA CIMKOTeH He ¢ HICHTHQHUHPAHO ¢ HHTO €/(HO H3BecTHO 3abomiBane,
XapakTePHIHPALLO ¢€ C HATPYIBAHE Ha [TTHKOreH.

B Te3u npoyuBaHus Cya0aKTaM He e IPHYHHILT 3HAUMTEIHA nPOMAHA B MeTabonusMa Ha TIIHKO3aTa.
He ce Habmioaasa KIHHHYHO 3HAUMM S(PEKT BLPXY HAMHIHOCTTA Ha ITIOKO3A [IPH NALWEHTH CBhC
3axapeH AnabeT, TeKyBaHH CBC CYI0aKTaM/AMITHLIWIHH 33 MOBEYE OT 2 CCIMHLH.

He ce o4yakBa HaTpylIBaHe HA IIMKOTEH NPH Xopa ¢JIef JISUSHHE CbC CYNTAMHIMNKH B TepalieBTHYHH
J03H, 1opagyd NOCTUTHATHTE TITa3MeHH HHUBA.

B OOMBAHEHHE KbM OHAKBAHHTE OGHYAHHY peaKiy KbM aHTHOHOTHYHATA Tepanus (JIeKa JHapHs HIH
l'IOBp’bH.IaHE), He Ca OTKPHTH NONBJIHHTC/IHH I0Ka3aTe/ICTBa 3a TOKCHYHOCT.

He ca npoRexzaHy ABIrOCPOUHH NpOyYBaHHA BEPXY XHBOTHH 3a OllEHKa HA KAHUEpOTeHHOCTTA.
B romnssm Opoii npoyUBaHHY HUTO cyNDaKTaM, HUTO aMITHLUMIHH NOKA3BAT 3HAYHTENHH MYTaTeHHH
ethexTH.

Ipy penpOAYKTHEHH NPOYYBAHMA IIPH MHILIKH H [UIBXOBE CYATAMHLUKIIMH € H3IIOJI3BAH B I0-BUCOKA
21033, OTKOJIKOTO € OT MAKCHMATHATA eKCNO3HULHA MPH X0pa K He NOKA3Ba JaHHH 33 HaMAaJleH
(epTHIIMTET HITH YBPEHIaHe HA IU101a.

. PAPMAILIEBTHYHN JAHHH

6.1 CHHCBK HAa NOMOIIHHTE BEIECTBA

Hama

6.2 HeceBMecTHMOCTH

Amnuuwird/Cynbaktam Anra®apma HHKeKLMs H aMHHOTTIMKO3HH TpADBA a ce pa3TBapaT v

MPKIAraT OTAETHO, NOPAH in Vifre HHaKTMBHpAHE HA AMMHOITTHKO3HIH OT HAKOH OT
AMUHOMNCHHNHIHHHTE.

6.3 Cpok na roamocr

3 rooMHH
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Pekoncrutynpan pazteop:
KoHUCHTPHPaHKAT pa3TBOp 33 MHTPAMYCKYJIHO NPHIOKEHHe (pazTeopeH ¢ 0,5 % HIoKauH |
cexpaniBan npH 25 °C) TpabBa Ja ce M3MOI3Ba B pAMKHTE Ha 1 4ac Clie] pasTBapsHe.

XuMutieckara 1 pu3Mueckara cTalHIHOCT TIPH ynoTpefa Ha pasN{4HH pa3TBOPH 3a HHTPaBEHO3HA
uHpY3US ca KaKTO ClIeBa;

Pa3TBOp 3a pazpexkaane KonueHTpanus Bpeme 3a nanoy3BaHe (B 4acoBe)

sulbactam +ampicillin 25°C 4°C
CTEPHIIHA BOJA 332 HHKEKIHH a0 30 mg/ml 72

10 45 mg/m} 8 43

o 710 30 mg/mi 72

HaTpHeB X1opHa 9 mg/ml (0,9 %) 70 45 mg/ml 3 48
HATPHEB JIaKTAT 1o 45 mg/ml 8 8 ]
pasTBOp Ha rmoko3a 50 mg/ml 10 3 mg/ml 4
(5 %) 7o 30 mg/ml 2 4
pasTBOpP Ha rmoko3a 50 mg/ml 1o 3 mg/ml 4
(5 %) B NaCl 4,5 mg/ml (0,45 %) | zo 15 mg/ml 4
Bonen pa3TBop Ha HHBEpPTHA 1o 3 mg/ml 4
saxap 100 mg/ml (10 %) 1o 30 mg/ml 3
PuHrep nakrareH pastsop e 45 mg/ml 8 24

Ot MUKpoOHONOTHYHA TTIe/THA TOUKA, OCBEH kO HAMHHBT Ha OTBapAHe/ pa3TBapiHe/ paspexiaHe He
H3KJIFOYBA PHCKaA OT MUKpOOHO 3aMbpCaBaHe, TPOAyKTET TpsOBa Aa ¢ce u3nonssa HezabaBHo.
AKo He C¢e M3M10/13Ba Be(HAra, CPOKa U YCIIOBUATA 33 ChXPAHEHHE Ca OTIOBOPHOCT HA MOTPeGHTENS.

6.4 Cpoenuaan y¢/I0BHS HAa ChXpaHeHHE

Tosu exkapcTeeH NPOAYKT He USHCKBA CIIEUMANTHH YCIOBHA Ha ChXPaHECHHE.

3a YCTIOBHSATA HA CHXPaHEHMe CJIE], pEKOHCTHTYMpaHe/paspeskIase Ha IEKapCTBEeHHS TIPOLYKT BHKTE
TOuKa 6.3.

6.5 Buau chABpKANME HA ONAKOBKATA

Amnuunans/Cynbaktam Anra®apma 1 g/0,5 g: npospautu Ge3UBETHH CTEKIEHH GIIaKORH THII [ ¢
BMECTHMOCT 20 ml, 3aTropenu ¢ 6pomolyTHIOBH ryMeHu 3anywmanku Tdn | ¢ auamersp 20 mm u
CHHBO ATYMHHHEBO OTHYIIBALIO C€ KANAYe,

Amnuunnun/Cynbakram Anta®apma 2 g/1 g: npo3paudu Ge3uBeTHH CThKICHH frakony THN I ¢
BmecTHMOCT 20 ml, 3aTBOpeHH ¢ 6poMobyTIIOBK rymMenH 3anyiuanke T [ ¢ guamersp 20 mm 1
OpakeBO ATYMHHHEBO OTUYMBALIO Ce Karave,

[peayara ce B onakoBkH o 10 drakona.

6.6 CneuHaJHH MpeanasHH MepKH NPH H3XBLPJAAHE U padoTa

Hznonseaite camo OMCTHD MM ONaNecHHpall] pa3rBop, 6e3 cabpiKaHue Ha YACTHLM,
Camo 32 eaHOKpaTHa yrrorpeba.

CJ'[B).'[HHTB oDeMH Pa3TBOPHTEIIH MOraT Ja ¢€ H3TIOA3BAT 34 pa3TBapAHE 38 HHTPAMYCK

paspexaaHe:
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O6ima a03a Expusanentda goza | Ofem Ha| Obem na | Ocrapamo | MakcMManea Kpaiha
(2) cynbaKkram/aMnuiu- | ¢naxona| paspemurte| konuuecTBo| KoHLeHTpauws Ha
nuH (g) a5 (ml) * (ml) cynbaKTam/aMIuLH-
Jus (mg/ml)
1,5 0,5/1,0 20 m] 3.2 4,0 125/250
3,0 1,0/2,0 20 ml 6,4 3,0 125/250

* HamawueH e nocrareieH H3THIIBK, KOHTO /13 MO3BOJTH HATMYHETO Ha OCTABALLD KOJIMYECTBO U
NPHIOXEHHETD HA NOCOYCHHTE obemy

Biicre chmo ToukH 4.2 M 6.3 3a CEBMECTHMH PAITBOPH 33 PazpekaaHe.
Broxcre pazgen 6.2 3a HeCBBMECTHMOCTH.

HeunsnonzeaHKAT NexkaperseH IPOOYKT HITH OTNAABYHHATE MATEPKAIH OT Hero TpADBa Aa Ce M3XBBILIT
B CHOTBETCTBHE C MECTHHUTE M3HCKBAHHA.

7.  TIPHUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA

Apta Medica Internacional d.o.o.

Likozarjeva Ulica 6

1000 Ljubljana

CnoeseHus

8.  HOMEP(A) HA PASPEINIEHHUETO 3A YIIOTPEBA

Amnununun/Cynbaktam Anra®apma 1 g/0,5 g Per Ne: 20210327
Amnuumnus/Cynbakram Arra®@apma 2 g/l g Per Ne: 20210328

9. JATA HA ITBPBO PABPEHIABAHE/MOJTHOBSBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jata Ha mepBO pazpemuasane; 17.11.2021
Jata Ha noc/aeNHO MOTHOBABEHE:

10. JATA HA AKTYAJIHM3UPAHE HA TEKCTA

15.01.2023
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