KPATKA XAPAKTEPWCTWKA HA N POAYKTA

MIUHUCTERCTRO HA 3JPABECNASBAHETO

1. THLProBCKO MME Ha nexKapcrBeHns NPoRYKT
flpnaorenie Kpi

Curam ®-312,5 mg /5 ml naspettienie 3a ynopeta e A

2. KonnuecTBeH W Ka4ecTBEeH CbCTaB ge/ [A4. 09. 04 M

1 ml OT NPUroTBEHATa CYCNEHCHA (cvoteercTBalLo Ha 0,125 g npaxoo6pasHa Maca) CbAbPXKaT:
Amoxicillin 50 mg, CLOTBETCTBALLO Ha 57,4 Mg amaxicillin trihydrate
Clavulanic acid 12,5 mg, CbOTBETCTBALLO Ha 14,9 mg clavulanic acid potassium sait

3. JiexapcTeeHa popMa
Mpax 3a nepopanta CyCneHCus.

4. KnyuHUuHU AaHHU
4.1, TiokazaHns

Jleuehye Ha GakTepuanhn UHGbEKUMNn  TIpUMUHERN  OF [PaMMONOKUTENHA 1 [PaMOTPULETENHM,
DE3UCTEHTHY KbM aMOKCULIMIIAH MUKDOOPTaHusMi, YMATO PEMCTEHTHOCT Ce& AbKM Ha B-naKiamasi,
KoNTO oBave Ca YyBCTBUTENHM KbM KOMBUHALMATA OT @MOKCULMINK 1 KnasynaHosa kucenuta. B aiyHan
Ha CMEceHV MHGMEKUMN C YYBCTBMTEHM KbM aMOKCAUWINH W1 PE3UCTEHTHM KbM aMOKCULWMIMH, HO
GyBCTBATENHN KbM  @MOKCULMIMHHUIABYNIaHOBA KUCEeMHA MWKpOOpraHMaMK He € HeobxoAMMO
AOMBHUTENHO NPUIaraHe Ha aMOKCULMIINH.

AKG VM3 OCHOBATE/HA NPUUMHI [ C& O4aKBa, ye MUKpOOPraHi3MUTE [OCOUEH! T10-rope ca fpuyrHa 3a
uHGbEKUMS, JIBUEHNETO C Tasu KoMBuHaLWsA MOXE Aa ce RasHaum Npeau rofyvasaHe Ha pesyntatute ot
U3CHeaBaHNUATa 3a YyBCTBUTENHOCT.

Curam ® e NoAXOAALL 33 SieueHue Ha CNEAHWTE nHAVKaLMK.

Wrdberimu:

4 Ha ropHuTe i 051N ANXaTESHI ITh THIA

-BL3NafeHne Ha CPEAHOTO YXO

-OCTEp CUHYWT

-M30CTpSIHE HA XPOHKWYEH BPOHXNT

-fIHEBMOHNS

Ha YpOo-reHuTanHns TpakT

Ha KOXara ¥ MEKHTE TBKaHH.

3a NpaBUAHOTO WU NOAXOAALIO npunaraxse Ha aHTMBaKTEPWaNHOTO NeKapcTBo Tpabsa ga ce wMa npeasua
othULMaNHO NyBNMKyBaHuTe AaHHu 38 PE3UCTEHTHOCT.

+ & 8 & & 0

4.2, [o3ripoBKa K HauuH Ha npuHoX<eHNEe

[osata Ha Curam ® 312,5 mg /5 ml npax 3a nepopaiHa CYCMEHCHA 3aBUCK OT Bb3PacTTa, TEFA0TO W
dynxums Ha GuEpeuuTe Ha OTACTHUAT faUMeHT, OT TEXECTTa U MACTOTO Ha uHbekumaTa 1 oT B1Aa

Ha oAo3upasus Ui onpegener NPUHUHKUTEN.

Ha geya 4o 2 rofuiiHa sp3pact 7pa6Ba Aa ce npuiara:
37,5 mg po 50 mg OT aKiuBHATE WHIpeaueHTu AHesHo kg Terno (Ranp. 30 mg aMoKCUUNANH -+ 7,5 mg
KnaBynaHoBa KWUCennHa Jkg/anesro po 40 mg aMOKCULMAUH + 10 mg xnaBynaHoBa kucenmuakg
/AHEBHO).
33 gela fO 2 rogvliHa € MoAXOAsO NPUNAraHETo Ha apyra copmMa Ha npax 3a nNepop
ro-Hocka Ao3upoBka (Hanp. Curam ®156,25 mg /5 ml npax 3a nepopanta cycneHcus

Ha peua ot 2 4o 12 rogmkn TpAGBa Aa ce nphiara;
37,5 mg Ao 75 mg OT aKTMBHUTE WHrpeaneHTH AHesHo/Kg Terno (wanp. 30 mg ano
KNaByNaHoBa Kucenuta / kag/AHeBHO A0 60 Mg aMOKCULNAVH + 15 mg krasyna

kgfpHEBHO)



Bb3pacTHu, oHOWM 1 Aeta Hag 12 roavHm ¢ Terno Hag 40 kg ¢ HopManka ¢hyHKUMs Ha

6vbpeunte npremar 500 mg aMokCMUMAMH + 125 mg KiaBynaHoBa KucenvHa (CbOTBETCTBAllO Ha 2
MepUTENHN k4K Curam ®312,5 mg /5 ml npax 3a riepopanyda CycneHcua) TPy TsTU AHEBHO.

3a BB3PacTHK, IOHOWMK 1 el HaA 12 ropvHn ca NOAXOAALM APYTri NexapcTeeHn hopMu Ha

Curam & (Hanp. dunmMupaHn TabneTkn).

OTpennvTe fo3u TpabBa Aa ce NpUEMaT Ha paBHW WHTEPBANK NPE3 AEHS; aKO & Bb3MOXHO NeKapCTBOTO
TpAbBa fa ce npueMa npes 8-yacoBu WHTEPBaNU TpW MTY GHEBHO.

NpunmepHy poznposky;
( 1 mepurenna sibxndka = 5mi = 250 mg amoxcuymmmr + 62,5 mg KrAasyiaHosa KHcenHs)

Terno Bv3pacr CraHpapTHa aosa/aHeBHo

12-20kg 2 -6 roguuu 3 x125 - 250 mg aMOoKCMHWAKMH + 31,25 - 62,5 mg
KnaByfaHoBa K1cenHa (CboTBeTCTBalo Ha 3 X Ve - 1
MEpPMTENHa MbXKuKa chabpxawa 5 ml Curam ®- dopre
nMpax 3a nepopanHa CycneHcus)

20-40kg 6 - 12 roauHu 3 x 250 - 500 mg amMokcuumnmH + 62,5 - 125 mg .
KJIaBY/IaHOBa KMcenuHa (CboTBETCTBALLO Ha 3 X 1-2
MEPUTENHN ITBXNHKNA ChAbmKaum 5 ml Curam®- copTe
npax 3a rnepopanda cycnelous

lNpunaraHeTo Ha Npax 3a NepopasnHa cycnexcus Npy aeua ¢ GEeHWIKETOHYPUS Haara ocoBeHO BHUMaHUE
(Bwx T. 4.4 Creumanyn npeaynpexaeHus 3a 6esonacHocT npyu ynotpe6a).

O3UPOBKA MPK HKUWOHANHO YBPEXAAHE Ha YepHus apob

Curam ® He MOXe Aa Ce M3N0/3Ba NPU MaUMEHTH C TEXKO (DYHKLUMOHANHO YBpeXaaHe Ha YepHus Apob U
NP MauueHTy, B KOWTO TaKoBa yspexyiaHe e Ouno HabniofaBaHo npyY FPeAXORHO NedeHue ¢
AMOKCULMNIWH/KNaBynaHoBa Kucenuha. [pu naukeHTy CbC CUMNTOMM Ha NOpaXeHUs Ha YepHus Apob
rlapaMeTpuTe Ha (yHKUMATA Ha yepHus Apob Tpsa6ea aa ce MpocnenasaT PeryIspHO U ako CTOMHOCTUTE
MM CE NPOMEHNT Aa Ce UMa NPeABUA NPOMSHA B IEYEHWETO.

O3WPOBKA NPKY HKLWOHANHO yBpexaaHe Ha bnbpetute

Mpy NauMeHTn ¢ dyHKUMOHANHO yBpeXaHe Ha 6bbpeunTe Aos3aTa TpsbBa Aa Ce HaManM B 3aBUCHMOCT .
OT TeXECTa Ha YBPeXAAHETo 1 TernoTo Ha naurenTa (BUX Tabnuuara).

BBO33CTHM M IOHOLIH: !
[loza npy nauneHTu ¢ Terno 70 kg Y HapyweHa hyHKUMA Ha 6L6penuTe:

KpeaTuTuHrHOB [TnasmeH Enunnusa posa MHTepsan mexay
KAMPBHC KpeaTUHWH OTAENHETE A03U
(mlfmin) {mg/100 ml) B HacoBe
30-10 2,5-55 500 mg aMoKCHUMANH+

125 mg kiaBynaHoBa KUCeMHa 12
<10 >55 500 mg aMoKCULMAKMH-+

125 mg knaBynaHoBa KMCENWHa 24

{moaucuLmpana corn. Hoeffier)
MpepaboTeHa dopmyna Ha Gasa TernoTo Ha nauueHTa (no Hoeffer )

Y70 x ACTUAL



Y actual =

70
Y actual = ws4McneHaTa fo3a 3a nauueHTn © 6b6peuto yBpeXaaHe
Y70 = posa 3a naunenTn ¢ Terno 70 kg (Bux TabnuuaTa)

ACTUAL = Terno Ha nauveHTa B kg

Hetfa:

MpescTaBeHuTe  NPErnopbyMTENHA JoavipoBkM ca  GazupaHy  Ha  TeOopeTUMHU cbobpaxeHus U
(hapMaKOKMHETUUHW AaHHW. He ca NpoBeXAaHy [O303aBUCUMK W3CNEABakna C Takmea tiaumeHtH. Mpn
Jlelia ¢ yBpefeHa (QyHKUma Ha 6ropeuurTe (HaqyanHu CTOMHOCTY Ha KpeaTUHWHOBNA KMpbHE < 30 mil/min)
MaKCUMaNiHaTa epHokpatHa Ao3a e 15 mg aMokChuwink -+ 3,75 mg KIaBynaHoBa kucenmHa/kg.

VIHTEpBaLT MEXAY OTASNHUTE A034 € 12 yaca Npy CTOMHOCTN HA KPEATMHWHOB KINPBHC OT 30 - 10
mifmin ¥ 24 yaca npu cTolirocTn o1 <10 ml/irin.

Bo3uposka npu NMauneHTy Ha Xemoananusa

Bp3pacTrit  I0HOWH!
MauveHTh Ha xemopvanusa nonyqaeat 500 mg aMoKCULMAYH + 175 mg KNaBynadoBa KWCENWHA Ha
Bcekn 24 yaca. Te MORyUaBaT CblUo Tasy A03a no Bpeme n B Kpasi Ha AManuzaTta.

Heta

fpeacTaBeHuTe  MpenopLUATENHM  LOBUPOBKM ca 6OasupaHu Ha TEOPETUYHU cbobpaxesns 1
hapMaKoKMHETUYHY AaHHKW. He Ca npoBex/ann A0303aBUCMMK MBCIEABaHNS C TaKUBa NalvenTH. Aeua
Tpsbea ga nonyuasaT 15 mg amMOKCULWIMH + 3,75 mg KiaByanosa kucenuHa/kg Ha Bcekn 24 vaca. Te
flony4aBaT Chilo Tasy A403a NO BpeMe U B Kpas Ha gwanusaTa.

HauuH Ha npunoxeHue

EAnHMUHUTE 031 TpsibBa fa ce B3eMart Ha pasHu MHTEepBanv npez aeHs. NpenopsuBa Ce B3EMaHETO Ha
8-4acoBW MHTEPBANK TP MBTY AHEBHO.

AMOKCML[MHHH/KJ’IBBYIIE]HOBB KKcennHa TpﬂﬁBa ha ce B3eMart HenoCpeAcTBeEHO Npean XpaHeHe 3a Aa Ce
HaManu BCAKa Bb3MOMHOCT 33 CTOMaluHO-YpeBeH I.lMCKOMCbOpT.

[poAbOKUTENHOCT Ha Npuigratie

flo npasuno Curam® ce npunara B npoAb/kerne Ha 3 A0 4 AHU Ciel noao6psiBale/n3vesBaHe Ha
CUMITTOMUTE,

33 NPEeROTBPaTABaHE Ha KbCHWTE YCNOXHEHMA (Hanp. peBMaTW3bM, rAyMepynoHedpuT) MHGEeKUMuTE
MPUYUHEHK OT B-XEMONMTUUEH CTPENTOKOK TpsiGBa Aa ce flekysaT Hal-Manko 10 Axu.

flpn BCEKU cCryuail JeKapaT e Onpepev NPOABIDKUTENHOCTTA Ha JEYEHUE, KOATO 6e3 HEroBoTo
curnacve e Tpabea Aa NPoAbHKasa nopeye or 14 AEN.

4,3 NipoTHBOToKa3anns

Curam® He Tps6Ba Aa Ce Npunara Ha nauneHTu ¢ noTBLPAEHA CBPBXUYBCTBUTENHOCT KbM [-NaKTaMHi
aHTUBKoTUUM (Hanp. MEHWUWINHA 1 nedanocropyHu), fopaal OnacHocT oT aHaunaKTyeH Lok,
CrieposaTtenHo, Npeav HasHadaBaHe Ha nedeHne TpsiGBa BHYMATENHO [a C& CHeME aHaMmHe3a 33 HAKON
arepruuKmn peakuvn (Hanp. NposiBeHU NpY NPEAX0AHO npuiaraHe Ha NeRUUUIIMHN 1 Ledanocnopusm).

Curam® He MOXe Aa Ce WM3MOoi3sa Npn NaumMeHT! C Brcoka CTeneH Ha dyHKUMOHANHO yBpeXaaHe Ha
yepHus Apo6 U Mpu MEuUMEeHTH, B KOWTO TaKosa yBpexaate e 6uio Habniopasa
fleyetye, NPeACTABNSBaILO KOMEMHALMA HA MOKCULIANK 1 KNaBynaHoBa KUCenH
Mpy nauvexTi ¢ uHpeKUMo3Ha MOHOHYKNeosa ¥ npi NaLVERTU € AMMpaTyH
BUCOK PWUCK OT NpOsiBa Ha eK3aHTeM W CHLOTBETHO Curam® He Tpabea Aa ce
CoILTCTBalLY GaKrepuanty MHbeKLMA.

4.4 CrielvasHu npepynpexaekns 3a 6esonacHocT npu ynoTpe6a.



MNpn nauuenTy ¢ aHamHesa 3a dyHKUMOHANHO YBPEXAaHe Ha YepHUS Apob nevenneTo Tpabea aa ce
npunara ¢ HuMatue. Curam® Tpabsa fa ce npunara ¢ BHUMAHKME Npy NAUMEHTH C XeNaTonaThs

MpY MAUMEHTN ¢ HedponaTtyst. Npy Te3n naumeHTH QyHKUNSA Ha YepHIS Apob 1 6vbpeyuTe Tpsbea ga ce
NpocneaasaT perynspHo. Heobxoanmo e BHUMaHue Mpu neveHue Ha NauMeHTH B HanpefHana BL3pacT
(Ha 60 M noBeYe roAKHM), KaTO NPU TAX € HANONUTENHO Aa ce npocneay yHKLMATa Ha YepHus apob
(Bux."HeskenaHu nexapcTeeru peakumn™),

Mp1 nauueHT CbC CUMNTOMU Ha |EPHOAPOGHYM MOpaXeHWs napaMeTpuTe Ha yepHoApoGHaTa dyHKuma
TPAbBa AR Ce MpOCNEAsBaT PETYNspHO M aKe CTOMHOCTUTE MM Ce MPOMEHAT fa ce uMa npeaena
PEKbCBAHE Ha NIEUEHMETO,

MTaUMERTH C TEXKN CTOMALIHOYPEBHU HapyLLEHMs: C NOBPBILAHE W AVApUA He TpabBa Aa 6baaT nekysaHn
¢ Curam®, Tbii Kato ToBAa He MOMe fa rapaHTupa ajeksaTHa abcopbums. Mpu Tesu cnydam ce
npenopbyBa rnapeHTepanHo neyeHue.

Curam® TpabBa Aa ce npunara BHUMETENHO NPU NaUMEHTU € TEXKa aneprus UNW acTMa Thit KaTo npu
TAX UMa ronsmMa BEPOSTHOCT Aa ce NPOSBAT anepritiii peakLium,
TpAbea fa ce UMa pesBUA BB3MOXKHOCTTA 38 KPBCTOCAHE CBPbXYYBCTBUTENHOCT MEXY MEHULWAMHNA 1

Ledanocnopuxn. .

Toii KaTO aMOKCULMIMH NpW CTailHa TEMNepaTypa BbB BUCOKM KOHLEHTPaUWMM B ypuHaTa MoxXe fa
KpMCTanusnpa Mo CTeHUTe Ha ypevpaiua KaTeTbp, NEPUOAMHHO KaTeéTbpa Ha NauMeHTa TpsGBa aa ce
npoBepsgea.

Kakro v npu ApyriTe aHTUGMOTULIM C LIMPOK CMIEKTLP Ha ASiiCTBME, npu MPOABLMKUTENHO W3MON3BAHE Ca
Bb3MOXHN PAsBUTUE Ha CYNepUHMERUMIM NPUHUHEHHN OT PE3UCTEHTHN BaKTEPU MAN MLEMIKM,

Mo BpeMe Ha NPOALIKUTEINHO NleyeHne e HEOBXOAMMO MEPMOANYHO Aa Ce npocneassart MyHKUUUTE Ha
&u6peunTe M yepHUA ApoB, KaKTO U KpbBHaTa KapTuHa.

B cnyuan Ha deHunkeToHypus TpsaGea Aa ce uMa npeasus, uYe Curam® npax 3a rnepepanHa cycrnexcus
CbAbpXa acnapraM kato noacnagmren (1 Ao3a ChbAbpXa 4,77 mg deHnunananud /5 mi). 3a usnonssaue
MNPy NaUKeHT ¢ heHUNKETOHYPUA Ca A0CTBNHK Curam® thunMupanmn Tabnetky Ges

acrapram.

4.5 JlekapcTBeHW B3anMopeiicTens

AMOKCHUNNNH/KNABYNAHOBA KUCEIMHA/APYTM aHTMBMOTULIM WAk XUMUOTEPaNEBTULM. .
Curam® He TpsabBa aa ce KOMEWHMpPA C BAKTEPUOCTATUMHO AECTBALIM XUMUOTEpaneBTUMLIM/

aHTMOMOTHLM (KaTO TETPaLMIUIMHY, MaKpOIMaN, CynidoHaMMan M XfiopaMQERNKON), TbI KaTo MH BUTPO

ce HabnoAaea aHTaroHMcTYeH edekr.

AMokcHumnun/ KnasynaHoBa KMcenuHa/pobeHeumn

EnHoBpeMerHOTO npueMaHe Ha I'IDOSEHEU.WA BOAKM [0 noaAAbpXaHe Ha NOCTeAHHM W BUCOKKW
KOHUEHTpaUuWM Ha aMOKCHUWAWMH B cepyMa W MUTbYKATa, Ab/KAIUM ce Ha nogTuckade Ha 6vbevHoTo
OTAeNsHe, ToBa obave He OKasBa BANSHUE BbpXY OTAEMAHETO Ha KiasynaHoBaTa KMCennHa.

AMOKCMLJ,WWIH[ KIaByNnaHoBa KUCeIMHA/anonypuHon

EnHoBpeMeHHOTO NpueMaHe Ha anorypuHON No BpeME Ha flevenye ¢ CUram® Mode Aa NOBMLIM pucka
OT NPOSABA Ha KOXHW anepru4Hu peakumm.

AMOKCMLI,W’IVIHZ KNnaBynaHoBa Kucenda/ AMroKCuH

Mpy earoBpemeHHo npunarake ¢ Curam® e Bb3MOXHO NOBULIABAHE B a6COPBLMSTE Ha AMIOKCHEHA.

. AMOKCMLI,M:HMH[ KIIaBynaHoBa KucennHa/ancyndupam

Curam® He TpsiGBa A Ce M3NON3Ba eHOBPEMEHKO C Avcyndupam.



AMOCHUMNVH/KNABYIGHOBA KNCENUHA/aHTUKOATYIAHTH
BL3MOXHOCTTa 33 KbpBEHE MOXE fa Ce MOBUILM Npu eAHOBPEMEHHO npunarate Ha Curam® o
aHTUKOArYAaHTH OT rpynaTa Ha KyMapuHuTe.

AMOKCALANVH/KNABYNEHOBA KUCeNNHa/X0pMoHaHIt KOHTRAUeNTUB
AMOKCLIMIMH Makap ¥ PSAKO MOXKE fia Hamam edeKTa oT npuiarake Ha XOPMOHAJTHUTE KOHTPaLenTuBu.
CrienoBaTesHo, TPENopLYMTENIHO € f1a e UBMON3BAT HEXOPMOHATHI METOAW Ha KOHTpauenuus.

MosiBata HAa AWapus MOXe 4a Hapywy abcopbumsta Ha Apyrv MefViKaMeHTH 1 CTIeoBaTeNHO A3 HaManu
edexTa OT MPUNaraHeTo uM.

YcunsaHe Ha auype3sata BoAW RO NMoHWKaBaHe Ha KOHUEHTpauuuTe Ha aMoKCHMUMAMH B CepyMma, nopaaun
noBWIUABaHE Ha OTASNSAHETO MY.

[ToprugBare Ha pesynTarure or 500paTOPHHUTE ANArHOCTHYHN H3CHEABaHUA,

MoraT ga ce HabmoAaBaT (hanumBo NOACKIATENHU PEsyNTaTi Np! onpeAensiHe Ha 3axap B ypuHaTa 4pe3
peyKiMoHHUTE (HeeH3uMHI) MeToam. Chluo Taknea pesynTaTi MOraT fia Ce Nonyyat npy onpeaenaHe Ha
YpOUnuHOreH.

4.6 BpeMeHHOCT ¥ KbpMeHe

He ca HabnionaBaHu HUKGKBA HEXENaHy SIeKapCTBEHW peakuin BBpXY nNoga W HOBOPOAEHOTO Mpu
MBTIONZBAHE HA AMOKCMLMAMH/IUIABYJIAHOBa KWCeniHa OT GpemeHHit XeHu. OBaue, KaTo NpeAnasHa
mapka Curam® Tpsiia Aa ce M3nonissa no Bpeme Ha 6pEeMEHHOCT CaMO Cllej, BHuMAaTenHa W TO4Ha
npelienKa Ha eekTa U pucka OF CTpaHa Ha siekapA.

W gsete cyScTaHlyy npeMMHaBaT B eMBpuoHa/mnoja npes nfaueHTaTa M ce oTAensT B KbpMata.
CriepoBaTento, BE3MOXKHW Ca MpOASa Ha AWapus M KOMoHUsVpaHe Ha nvraBuuara oT reOuHKn Mpu
HOBOpOAEHNTE KbpMayeTa, Taka Ye B Te3u Cryqan MOXe 61 € HeoBXoAMMO BPEMEHHO KbpMEHETO Aa Ce
npeycTaHosw, TpsibBa f1a ce UMa NPEABMA BB3MOXKHOCTTA 32 passuTHE Ha cercMbyamnsaLins.

4.7 EdexTn BEpXY CHOCOGHOCTTA 33 wogmnpane 1 pabota ¢ MalMEN

HaMa Ha pasrioNIOKEHNE HUKEKBY AOKa3aTesNCTBa, He HAKON HEXENTaHW PEeaKLyk NoBAMABaT aKTUBHOTO
yuacTMe B YINUHOTO ABIKEHNE NN paboTata C MatuuHW.

HexenaHn NiekapCTeeHW peakuun KOWTo ce HaBnioaBaT B pefku ciydau ( B CbOTBETHATa TOUKa)
MOFaT Aa@ MOBAMAAT MacTUMHO Ha yuactue B Y/MHHOTOTO ABwkenne wiu pabotata C MalmHu {nan.
aHaNTAKTMUEH LUOK, KOHBYJICUN).

4.8 He)xeRaHy REKapCTBEHN peakuiin

PeakuMy Ha CBRbXYYBCTBUTENHOCT

Yecro (> 1% - < 10 %)}

Bb3MOXHW Ca pPEefKn KOXHW peaKiinu, KOMTO ce M3pasaBaT KaTo €eK3aHTeMa U copbex. TunuiHa
elaaHTeMa oT MopBunudopMer TUR Ce NposABABa NOHAKOTA 5 g0 11 AHM Cren HavanoTo Ha NIeYeHNeTo.
Mpyu MauveHTH C WHEEKLMo3Ha MOHOHYK/IEO3a WK nauueHTu C numdaTiiHa NIeBKEMUSE MO-4ecTo ce
nosssBat koxHute o6puBy. floHaKkora MoraT fa ce HaBGAlOAaBaT BbananeHyie Ha NurasuunTe B obnacrra
Ha yctaTa. Be3MoXHI €a CyXOCT B YCTaTa ! HapylleHne BLB BbL3NpUeMaHe Ha BKyCa. HesabasHa peakyus
C YPTUKapus B NOBEYETO Chydaun € noKasaTenHa 3a aneprusl KbM NEHUUMNH W Hanara neyeHveTo Aa ce
npekpaTty.

Pagxo (> 0,01 % - < 0,1 %)
ByrosHM YAy eKCONMaTMBHN KOXHY peakLni (Han. exkcypaTuBHa MynTAQOpPMERa epuTema, CMHAPOM Ha
Stevens-Johnson, TOKCMUHW ENMAEPMANHI HEKPOTUHEN nesun) ca ChoBLIeHn B PeaKy cryyan.

Texxu aneprudHu peakuun B pesynTart ot CeHCMBUNM3aLWA KbM FpyrnaTta Ha 6-am oy ce
HaBniogasaT B peaku ciyqau, Hanp. noa ¢hopMa Ha TPECKa, eo3nHotnANs, aHMMOHE, oa;;ﬁ&lg FfEn M
Ha Quincke), napuHreaneH OTOK, cepyMHa BONIECT, XEMOMTUUHE BHEMWS, angpry
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Moxe pa CbLUECTBYBE aHTUreHHa BpL3Ka MEXAY AEPMaTOMUTA U MEHVUMANH, TaKa 4Ye npy nauMeHTn ¢
MWKO3W He Morat fla ce M3KmodaT peakuyuu, nogobHu Ha Teau HabnwaaBaHn cnea Npoab/KUTENHO
npyeMaHe, A0pK dJies NMbPBOTO NpUNaraHe Ha NeHUUKUInAH,

MHoro paake (< 0,01 %)
HabniogasaT ce ThMHM MeTHa NO e3MKa.

Bcuukv  cTeneHm Ha  peakuMM  Ha  CBPXUYBCTBUTEHOCT-BKAIOYUTENHO aHaUNaKTMUEH LIOK-ce
HaBAoAaBaT, I0pU U CNEs, OpasnHo MPURAraHe Ha NEHULMIMHU, TEXKM aHa(GUNAKTOMAHKM peakuKrH, KOMTo
ce HabnIoAaBaT C MHOTO HWCKA YECTOTA OTKOMKOTO CNE BEHOSHO WNM MYCKYNHO NpunaraHe, HanaraT
NOAXOASLIM CNEILHN MEPKW B CLOTBETHUTE Cydan (BUX No-aony).

CToMaillHO-YPEBHN PEAKLIMMA:
Hecro (> 1% - < 10 %)

CroMaiuHO-4YpeBHM Hapylenus noa GopMa Ha GoNkK B CToMaxa, rafeHe (Hai-yecTo Mpv BUCOKM A03M),
MOBPLLAHE, METEOPUIbM, MEKW W3NPaxXHEHWs WM Avapus MOraT Aa ce HabniofasaT NoHsKora cien
B3EMAHE Ha aMOKCMLWIMH/IUIaBYNaHOBa KUCeNMHa. Hal-yecTo T Ca  YMEPEHM ¥ OGWKHOBEHHO
OT3BY4aBaT €JHOBPEMEHHO W/ CKOPO CNEA NPEYCTAHOBSIBAHE Ha SIEUeHUEeTo. [TOHOCUMOCTTa MOXE 43 ce
MoAOBPM Ypes NpueMaHe Ha aMOKCULIMITMH/KIABY/iaHOBa KUCENUHE MO BpEMe Ha XpaHeHe,

Paako (> 0,01 % - < 0,1 %) .
Habniogasa ce YpeBHa KaHAMAC3A.

Mpn nosBa Ha TeXKa NPOABLIKUTENHA AMAPUS TI0 BPEME Ha NeueHMe uu Npes MbpPBUTE HAKONKO
CEAMULN cniea NeveHmeTo (B NOBEYETO Clyyan npudeHeHa oT Clostridium difficile) Tpstea aa ce uma
NPEABUA  BL3MOKHOCTTA 33 pasBUTME Ha NCEBAOMEMOPAHO3EH KOMMT. TOBA YPeBHO 3a6onsaBaHe,
MPUHWHEHO OT NeHeHne C aHTUBMOTHK MOXe Aa Bbje XKMBOTO3acTpalllaBalo (BUK no-goiy).

EAHO npoyusaHe Mpu XeHW C MpexAeBpeMeHHa pynTypa Ha aMHUoHa noKasa, 4e NpothuIakTUYHOTO
fledetne C aMOKCULWIMH/KNaBynaHoBa KWCENWHa MOXe fa Gbje CBbp3aHO € MOBUIWEH PUCK OT
HEKPOTU3UPALL EHTEPOKONNT NPU HOBOPOAEHUTE.

Yepen apob:

Hecro (> 1% - < 10 %)

YMepeHo nokayBaMe B CTOMHOCTUTE Ha HYEPHOAPODHUTE eH3MMI.

Papko (>0,01 % - < 0,1 %)

B penku cnyvan, kakto U npu u3nOM3BaHETO Ha APYTU NEHUUMMHN W pasnnuHKn vedanocnopvin ca
HabnojaBaHn NPEXoAeH XenaTUT ¥ XOAecTaTuuHa KbiTeHuUa. CUMNTOMKTE/NPU3HALMTE 3a HapylleHne
BbB (DYHKUMATA Ha YepHus Bpob MOraTt Aa e MosBaTt no BpemMe WA HEeNoCPefCTBEHO CNel feHaHUue C
AMOKCUUMANH/KINaBynaHoBa KUCelWHa, HO B HSKOM alydan Morar Aa He ce HabniohasaT Ao HAKOAKO .
CCAMUALIM CNel NpeycTaHOBABaHe Ha NEYEHNETO. Te3u HapyleHws BbB  (yHKUMATE Ha yYepHus Apob ce
NoABABAT [NABHO NPY MBXKe WM NauMeHT B HanpegHana sbapacT (60 W noseue rOAKHK) W MOraT ha
Gbpat Texkn. Mpu geua Tesw peakumu ca ChOBLIEHN B UBKNIOUUTENHO PEAKM CAydYaM. PuUCKLT OT
HepHOAPODBHM peakLUMy HapacTsa C yAbMKaBaHe Ha BPEMETO 3a NeyeHue noseye oT 14 anw. Mo npasuno
Té ca 0bpaTMK. Brnpeky ToBa CbOBLUEH € NeTeNeH U3Xoa B M3KMIOHUTENHO penKu crydau, Ho ToM noyTH
BUHATM e Oun CBBP3aH C TEXKO MuPBMYHO 3abonsBaHe WM CbNbTCTEAWO MpuiaraHe Ha Apyru
MEeAUKaMEHTM!,

XeMaTONOIW4eH CTaTyC:

Paako (> 0,01 % - < 0,1 %)

TpomBouuToza,

MHoro paako (< 0,01 %)

poMeHM B KpbBHATa KapTMHa M3paseHM KaTo NEBKOMNEHWs), TPaHYNOLMUTONEHNS, TPOMEOUUTONEHUS,
NaHUMTONEHNA, aHEMMS UMM MMENOCYNPecUs U YAb/KaBaHe Ha BPEMETO Ha KbpBEHE 1 ApOTPOMEUHOBOTO
Bpeme. Tesn NposBu ca oBpaTMMK CNel NPeyCTaHOBABAHE Ha JIEUeHUETO.

Hapyiienna sspx LUHC:

Muoro psiwo (<-0,01 %)

Chbgbllenn ca noBMIeHa aKTHBHOCT, NOATUCHATOCT, CbHAWBUCT, CMYWIEHNE B MMCNEKETO, arpPeCMBHOCT U
KOHBYACUM (BMX no-gony).



Bpyry Hesxenanu AEKAPCTBEH peaKilim:

He vecto (> 0,01 % - < 0,1 %)

[POABMKATENHOTO M 4ecTo MBMOA3BaHE Ha NPOAYKT2 MOME Aa poBefle A0 cynepuHbexumu U
KOJIOHM3MPaEHE C PE3UCTEHTHU MUKPOOPIaHU3MI M MEEMUKA. )

MHoro psiako (< 0,01 %)

CriefiHute HeXenaHn NEKapcTBEHN peakUmuM, KOUTO ce CPelaT U3KIoUUTENHO paako ( 3a no-oBumpHa
MHQOPMALMSA Ha Te3M HEeXeNnaHy NEKapCTEEHW PeaKLmy, i ro-rope), MOraT npy onpeaeneHn Cryyau
A2 Objar xuBoTosacTpalaBal. CnefioBaTenio, 663 HUKAKBO 3abaBsHe TpA6Ba ga ce noTbpey
KOHCYNTaUNA C Jiekaps aKo TakuBa CTpaHuHM eeKTU Ce MOSBAT BHE3AIHO MK Ca HEOYEKBAHO TEXK.

ficegrnomMemMBparoser KomuT:

B Tesu ciyuam nekapst Tps6sa aa HasHauw NPEKpaTABaHe Ha neyeHueto ¢ Curam® W ako e
HeobxoAKMO Aa npeanpueme BeAHara NoAXOASLO eueHye (Hanp. opanro BankomMuumH 250 mg Yetnpu
OBLTW AHEBHO NP BL3PACTHU). AHTUNEPUCTANTUYHNTE TIPOAYKTH Ca OPOTUBOMOKa3aHM.

TEXKH OCTH PEEKLNH HE CBOBXYYBCTEHTEIHOCT (Harip. axahnnarcus)

B Tesy cnyvan nevenveto ¢ Curam® Tpabea HezabasHo Aa cnpe u Tpabsa fia Ce B3eMaT CbOTBETHO
obunaitHUTe ChewHn Mepku (Hanp. agpexanuk 0,1%, 0,3-0,5 ml MoAKkoXHO unk MyckynHo NP BB3PACTHU
u 0,01 mifkg noakoxHO mam MyckyHo npu Aeua, xKaTo mepeo CPeACTBO Ha u3bop), aHTUXUCTEMUHOBY
MNPOAYKTH, KOPTUKOCTEPOUAM, CUMNETIKOMUMETILK W NPWU HEOBXOAUMOCT W3KYCTBEHO AulliaHe.

flosBa Ha (ermnenrogopmeny) rspyose:;
fTokasaHu ca choTBETHUTE OBMHMAlHM chewwHu MepkM (Hanp. mogbpxkaHe Ha CBOGOAHW AMXaTenHuTe
MeTULLE Ha NalMeHTa, aHTUKOHBYJICUBHM NMPOAYKTW KaTo AuasenaM unm Gapbutypatm).

4.9 lMpepozKpaHe

a) CMMOTOMKM Ha MHTOKCUKaUUs

CumnTOoMMTE Ha Mpego3MpaHe B rofsMa CTENeH CbOTBETCTBAT Ha Te3u AIpK HEXENaHuTe neKapcTseHu
peakuumn (BWX “Hexenamm nexapcreeHu peakuyn”), Bu3aMOXHM Ca CTOMallHO-YPEBHU CUMATOMM W
HapylueH1e BbB BOAHWS W eneKTpoMvTeH GanaHc.

6) leueHue Ha uHTOKCUKALMS

B cnyvalt Ha npeposupane HaMa CneuMMUYEH aHTUAOT. JIEYEHHETO € CUMMTOMATUYHO HacoueHo fo-
CMEUManto KbM NOABPXKAHE Ha BOAHWS 1 eNEeKTPONUTEH Ganakc. MpUEMaHETO HA aKTMBEH BbIfIEH K
npoMiBKa Ha Cromaxa ce npenape4sa caMo B CAy4au Ha MpUeMaHe Ha MHOTO ronsiMa Aosa (roBeye oT
250 mg/kg). Tpn nauvenTn ¢ Texka Hedponata Curam® MOXe Aa ce oTAeny OT opraHMsMa upes
xemoauanmsa.

5 DapMakonornuHM LaHHN
5.1 ®apMmaKoAuHaMnYHK CBOCTBa

AHTUBUOTIK/XMMNOTEPANEBTUK (MEHUUMANH C LIMpOK CNeKTsp Ha AeiicTaue) ATC kog JO1 CR 02

AMOKCHLIMITNA! .
AMOKCHUMINH € MONYCHHTETUYEH aMMHOBEH3NA NeHULMINH (p-hydroxy ampicillin) ¢ GakrepuumngHo
AeiicTeue. Toli noaTUCKa oBpasyBaHeTo Ha HanpeuHu BPB3KM B CTPYKTYPUTE HA KIETbYHATE CTeHa Ypes
Growupare Ha TpaHcrenTugasuTe. PesynTaTsT OT MOATUCKGHETO BOAK MO TO3M HaYmH A0 NM3UC U CMBPT
Ha KNeTKaTa.

KiiaBynaroBa KucemHa:
KnasynaHosata xucenHa € MpupoaeH mpogykT ot Strepomyces claviigerus u  HelinaTa CTpyKTYpa
HanoAubsBa Task Ha SAPOTO Ha NEHUUMNMHA. MNputexasa cobcrBeHo cnabo aHTuGakTepyansg.aci

HO HeoBpaTUMO MOATMCKE XPOMO3OMHO KoaupaHute HeTa-naktamasu ot Puumonp 11279 =
nnasmug koaupanuTe GeTanaktamasu ot PuumoHg I v V knacose.

Hipes enHOBpeMEHHOTO NpUnaraHe Ha KTaByNaHoBa KUCEMHE 11 aMOKCHLMANMH 11g
OT JeliCTBUeTO Ha GeTa-NaKtamasuTe. CeA0BATENHO, KOMBVHALMSITA OT aMokd
KUCENHa @ aKTMBHa Cpelly pe/iuiia PESUCTEHTHY KbM aMOKCHLMAMH GakTepuanHi



MUHUMANHATE MOATUCKALM KOHLEHTpaUuy ca MpepcTaBerut KaTO KaHLeHTpauuuTe Ha aMOKCUMLWAWH.
OBWKHOBEHHO 3@ YYBCTBUTENHM CE NPUEMAT KOHUEHTpaunm < 4 mkg/ml ¥ 32 PENCTEHTHU > 8 mkg/ml,
pokato BeTa-nakTaMazaoTpulaTeHn Moraxella catarrhalis ce mpuemaT 3a 4yBCTBUTE/HW TP < 0,25
mkg/ml v 38 PE3UCTEHTHA = 0,5 mkg/ml 1 BeTa-iaKTaMasaoTpULATENHM Haemophilus influenzae ce
fpyeMar 3a YyBCTBUTEHM NpU < 2 mkg/ml. Streptococcus pheumoniae ce nNpuemMarT 3a YYBCTBUTENHU
oM 2MOKCULWMAWMH/ KNaByiaHoBa kucenuHa npu MIC < 2 mkg/ml 1 32 PESUCTEHTHN > 8 mkg/ml.

CnekThbp Ha AeNCT

BME Ha aMOKCULIWIINK/KNaBYaHOBa KNCENUHA

JasuuTe 3a PEBUCTEHTHOCT 33 paznuyHn 3@ OTAENHUTE PETMOHM. Tesu aaHHw gasat camo obu@
npeacTaea 33 YyBCTBMTENHOCTTa Ha pasMHHATE MUKPOOPraHN3M1 KbM Curam®

YyscTBUTENTHHU

Tpamnoiosmressin aepoby: Bacillus anthracis, Corynebacterium species, Listeria

monocytogenes, Nocardia asteroides, Staphylococcus aureus™®,
KOTYNa3a OTpULaTesNHi Staphylococci (BrUOHMTENHD
Staphylococcus epidermidis), Streptococcus pneumoniae*#,
Streptococcus pyogenes*#, Streptococcus species , Streptococcus
viridans

[paMOTpHUATENHI 8Ep06H: Bordetella pertussis®, Brucella species*, Gardnerella vagindlis,

AHacpodiu:

Haemophilus influenzae*, Legionella species, Moraxella catarrhalis*®, .
Neisseria gonorrhoeae, Neisseria meningitidis# , Pasteurella
multocida Proteus mirabilis, Vibrio cholerae

Bacteroides species* (BRAIOUUTENHO Bacteroides fragilis),
Clostridium species, Fusobacterium species, Peptococcus species”
Peptostreptococcus species”™

C ymepeHa MyBCTBUTENHOCT

[DaMIOAOKATENHN BEP05H Enterococcus faecalis*, Enterococcus faecicum
paMoTpuLiaTenHy aepobu: Escherichia coli*, Kiebsiella species™, Proteus vulgaris, Salmonella

Species (8MOKCULMYH PESUCTEHTHN wamose), Shigella species,
(@MOKCUUWINH PE3UCTEHTHW uiamose), Yersinia enterocolitica
(aMOKCULIMANH PE3UCTEHTHM iLiaMOBE)

Pe3avcTeHTHN:
[DaMITONONUTENHY BepooH METULMAMH pe3ucTeHTHM Staphylococd
[pamMoTpHUaTesiHy acpobu: Citrobacter, Enterobacter,Serratia, Proteus rettgeri, Morganella
morganii, Providencia, Pseudomonas aeruginosa .
Jpyru Mycoplasma, Chlamydia, Rikettsia

# 33 Te3n GaKTepuu BCe Ole HsMa CboBlleHUs, e ca BeTa-naKTaMasanponsBeXatlm.
* JlokazaHa INIMHUHHA eheKTUBHOCT KbM HYBCTBUTE/HH LAMOBE MPY KINHUHHA NOKa3aHUA.

5.2 GapMaKOKMHETNYHYN CBOHCTBa

AMOKCHLHITHA?

AGCONIOTHATA GMOHANMYHOCT Ha aMOKCUIMIIMH 38BI1CY OT A03aTa U Bapupa Mexay NprbnusnTeNHO

72 1 94 %. Tpn posa B pamkute Ha 250 mg u 750 mg BuoHanuunocTTTa (AUC napametspa wiunm
Bb3CTAHOBABAHE B YpMHATa) € JWHeliHa, MponopuMoHania Ha aosara. Tlp1 BMCOKM 103U CTEMEHTa Ha
abcopbuma Hamansea. AGcopbuvsta Heé ce NOBMMABA OT npuemaHe Ha xpaHa. MarkcvMmanHute
KOHLieHTpauMM B NnasMata ce AoCTuraT 3a OKOJo 1-2 yaca cnea NPUMaraHeTo Ha aMoKcnuuauH. ObembT

Ha paanpep,eneHMe B

apypa Mexay NPUBANIUTENHO 0,3 u 0,4 |/kg, @ CBLP2BAHETO C OenTLUMTE B CepyMa

e NpubAKUTENHO 17-20 %. AMOKCMLWIIMH NPEMUHABA Npes niaueHTaTa u MaJIKM KONMUECTBa Cce OTAenAT

B KbpMaTa.

AMOKCWUMMH & OTAENS OCHOBHO MpE3 Eu6peunte (52 £ 15 % OT npunoxeHaTa A033a B HefpPOMEHEHA
dopma cnep 7 uaca) W manka dact ce oTaens upes xuibukarta, OBWMA KIMPEHC Bapupa Mexiy
npuénuauTenHo 250 u 370 mi/min. CepyMHMAT NONYXWBOT NPy Xopa C HopMalka tyHKUmMs Ha 6bEpeuuTe



& npubnuautenHo 1 vyac (0,9 - 1.2 Yaca), NpK NaLYEHTH C KPEaTUHUHOB KIUpBAC Mexxay 10 v 30 mi/min
Tol e 6 Yaca, a npu aHypus B pamkute Ha 10 u 15 yaca. JlekapcreeHoTo BELLECTBO & XeMoAuan1ayamMo.

KnasyvnaHossa Kueemya;

AbconioTHaTa BMOHANMYHOCT Ha KnaBynaHosaTa KMCeNWHa e npubausurenHo 60 % Bapupa IHaYUTENnHo
uHAMBMAYanHo. AbcopbumaTa He ce Bhuste oT MPMEMAHETO Ha XpaHa. MakcuManHWTe KOHLEHTpaumu Ha
KnaBy/raHoBaTa KUCENWHa ce AOCTUraT Cries okono 1 Ao 2 vaca. O6eMbT Ha AncTpubyuuma e okono 0,2
I’kg, a cBwpsBaHeTo ¢ GenTbuuTe B Cepyma € npubiusutenHo 22 %. KnaeynaHoBata Kucenvua
NpemuHaBa npes nnaveHTaTa. Bee ole HaMa gaHHu NOTBbPXKAABALLW NPeMUHABAHETO B KbpMaTa.

JlekapcTeeHoTo BellecTso ce MeTabonusupa HactuiHo (MpuBnnsuTenHe 50 — 70 %) 1 okono 40 % ce
oTAena npes 6vbpeunTe (18 - 38 % oT NpuUnoXenaTa AC3a B HenpomeHeHa dopma). OBLUMAT KNMPBHE e
npubriautento 260 mi/min. CepyMHust nonyxusoT npu X0pa C HopManHa thyHkums Ha 6n6peyute e
npub/ManuTenHo 1 vyac, npM NauMeHTH C KPEETUHWHOB KMPBHC Mexay 20 u 70 mi/min Toll e
npubrusntenHo 2,6 uvaca u npu aHypus mexgy 3 W 4 yvaca, JNlekapcTBeHOTO BewecTso e
Xemoavanuayemo.

fo cera Hama HabniogaBaHW dapMaKoNOrMyHo CBLP3aHM B3aMMOAGWCTBUS MEXAY aMOKCMUWAMHE W
KNaByAaHOBaTa KMCENWHa.

5.3 TokCHMKONOruYyHmM pesynraru .

a) OcTpa ToKCMYHOCT

MacneasanusiTa 3a oCTpa TOKCUUHOCT (LDsp) Ha aMOKCULIMAMH 1 KNABYNaHOBA KMCEAMHA BbPXY Bb3PACTHU
W HOBOPOAEHM XMBOTHM MOTBbPAMXA MHOTO HUCKATA TOKCUUYHOCT. LDsy Ha knaBynaHoBaTa kucenuua
(kamviesa con) e onpepeneHa 4Ypes kanueBoTo ChALPXAHWE. TIpUNaraHeTo Ha KNaBY/IaHOBA KUCENMHA
(kanueBa Con) 3a€1HO ¢ AaMOKCULIMAMH He BOAM A0 CUHEPIMYHA MAK HeoqaKBaHa TOKCUMHOCT,

6 ) XpoHuuHa TOKCUYHOCT/CYBXPOHWYHE TOKCMYHOCT

MNpoBeieHn ca obmMpHN uscneBaHns 3a XPOHUHHA TOKCUHHOCT CbOBPasHo MeXAyHapoaHUTE CTaHAaPTA.
Camo crnes npunaraHe Wa BMCOKM A03M (cboTBETHO HapxebpnawM 20 o 50 nuTM MaKCkuManHaTa
TepanesTuqHa A03a NpW 4oBeK) ce HabniogasaT YMEPEHU NPOMEHN B KPbBHATA KApTHHA 1 BHOXMMUYHKUTE
MOKA3aTENN, KOUTO HaMB/IHO OT3By4aBaT CNEA NPEeKpaTaABaHe Ha NeYeHNeTo.

8 ) MyTareHeHHo 1 kaHLeporeHHo AeiicTeue
KOMOMHALMATA OT aMOKCULMAMH 1 KNABYNGHOBA KMCEAMHA He BOAW A0 HWUKaKBK Genesu Ha MyTareHHo
ARACTBHME UH BUTPO U WH BMBO.

r) PenpoaykTveHa TokcudHoCT
Creq nevenvie C aMOKCUUMAMH/KIABYNaHOBA KMCEAMHA Ha PasnnUHM  MHPEKUUM ripu BpeMeHHM .
(npubnusurenro 560 OpemMeHHu) He 6elwe HaMoA3BaHO HUMKAKBO 3a4ecTABaHe B nogeata Ha
MOOPMaLIMY. AMOKCMUMAMHA W KNaBYAAHOBATA KMCEAMHA NpeMUHABAT NPEe3 NaueHTaTa u ce oTaenaT
B KbpMaTa (BEPOSTHO OTACNSHE Ha KNaByNaHOBa KUCEnMHA B KbpmaTa).

6. ®apMaueBTHYHU AHHW
6.1 CniChbK Ha NOMOLHUTE BeLlecrBa,

JMoHeHa KucenuHa, acnapTaM, TpMHaTPUEB UMTPaT, Task, Fyap ranaktosamuH 6paliHo, cunvyues
AMOKCKL NpaxoobpasHa ECEHLIMA-NUMOH, npaxoobpasHa eceHyus npackoBa-Kancus, npaxocobpasHa
eCeHUIWA NopToKan,

6.2 QUIMKO-XMMHUUHK HEeCbLEMeCTUMOCTH

Henpunomxumo 3a Tazu nekapcrseHa dopmMa,

6.3 Cpok Ha rogHocr

36 mece.n
MpuroTeeHaTa cycneHcus e crabunHa 7 gxu fipt ChXpaxeHve npu TeMnepaTypa ot 2-8° C

6.4 YonoBusa 3a chXpaHeHHe



MpaxeT 3a NepopanHa cycneHena TpA6Ea Aa CE CbXpaHsaBa rnpu TeMnepatypa noa 25° C.
MpuroTeerata cycneHcust TpRbBa da Ce ChXPaHaBa B XnaguiHnK (2 - 8° C) vt fa ce M3non3sa Ao 7 AHU

6.5 [1aHBW 33 onaKoBKaTa

MbpeMyHaTa onakoska: GyTWIKa OT TbMHO CTBIUIO, C obem ot 60 ml nan 100 mi, obo3raqeH C Mapxa,
KaMauka CbC 3eMeneHa salyWTHa MembpaHa, MepuTenHa NTbXKuYKa {5 mi) OT NOAWUMNPOMUAEH,

~ OpureHan+a onaxoska: 1 6ytunka ¢ 12,5 g npax (3a npwroTesate Ha 100 ml cycneHcus)

OpwrvHainHa oriakoska: 1 6yTunxa ¢ 7,59 npax (3a npuroresHe Ha 60 ml cycreHcus)

6.6 ViHcTpyKuuK 3a ynorpeba

fJour TBAHE HE CYCHEHCHA

Cnep OTBMBaHe Ha KaraqkaTa Ha OyTwikara npeanasHata meMBpaHa fa ce OTCTpaHy BHUMaTenHo W
wauas 2. Aa ce fobasu nuTeitHa Boga Manko Nnoj Mapkata oBo3HaveHa Ha ByTWNKaTa W [a ce pa3knam
no6p: . Cnies, ToBa Aa ce aobasy BoAa TOYHO A0 Mapkata oGo3HadeHa Ha OyTvnkaTta v Ja ¢e paswniaTu
A0S OlWe BegHaK. ’

Pazknatit aoSpe GyTUNKaTa Npefn BCAKa ynotpeba.

Crief pUrOTBSIHE TOTOBATa NMepopasiHa CyCneH3nst UMa NoHTH 6an LBAaT.

60 ml roToBa cycrieHcws ce nonyyasa npu npubasaHe Ha 54 ml Boga KkbM 7,50 g npax.

100 .l roToBa CycrieHcHs ce nojtyyasa npy NpubassaHe Ha 90 ml Boga kbM 12,5 g npax.

7. TipuTe)XXaTen Ha paspelleHnero 3a ynorpeba

¢ snde 7 GmbH, 10 Biochemiestrasse, A-6250 KundlfTyrol, ABCTpHA
8. TMoupea peruncrpayns

$500072/22.03.1999

9. [laTta Ha aKTyanM3alusa Ha Texcra: Aeryct 2002




