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2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

3unat 125 mg/5 ml rpaHyau 3a nepopainHa CyCrneH3us
125 mg nedypoxcum (cefuroxime) Ha 5 ml (kato 150 mg uedypoxcum akceTHn (cefuroxime axetil))

3uHaT 250 mg/5 ml rpaHynH 3a nepopanHa CycreH3us
250 mg uedypoxcum (cefuroxime) Ha 5 ml (xaro 300 mg uedypokcum akcetun (cefuroxime axetil))

[TomoniHo(H) BeliecTRO(a) ¢ H3BECTHO NEHCTBHE:

3unat 125 mg/5 ml rpanymu 3a nepopanHa CYClNeH3us
Cuaspxa 0,021 g acnapram (E951) na go3a ot 5 ml
Ceanpika 3,1 g saxaposa Ha no3a or 5 ml

Coeanpxka 6 mg npormmnenrmakon (E1520) va nosza or 5 mli
Coabpxa 4,5 mg 6enziion ankoxon (E1519) na noza or 5 ml

3unar 250 mg/5 ml rpaHynu 3a nepopanHa CyCleH3HA
Coawpika 0,045 g acnapram (E951) Ha no3a ot 5 ml
Ceamppxka 2,3 g 3axapoza Ha fo3a oT 5 ml

Cobanpika 4,6 mg 6ensnnos ankoxon (E1519) na goza ot 5 ml

3a NBJIHUS CIHUCHK HA IOMOLIHHTE BEIECTBA BHDKTE TOYKa 6.1.

3. JEKAPCTBEHA ©®OPMA

['panyM 3a nepopaina CyCcneH3us
benu no noutu O€JIM rpaHyy.

4. KJIMHAYTHA JAHHH
4.1 TepaneBTHYHRH HOKAZAHHAA

3HHAT € NI0oKa3aH 3a JieYyeHHe Ha H30POSHHUTE MO-A0Ty HE(EKUMH NP BE3PACTHH U AeHa Ha BR3PAacCT Ha
H Haj 3 meceua (BK. Toukd 4.4 u 5.1).

OCTBp CTPENTOKOKOR TOH3WIMT W (PapUHTHUT

Octop GaxTepuaneH CUHYUT

OCTBp OTHT Ha CPEAHOTO YXO

Octpu exsauepbalnK Ha XpoHHYHA oOcTpyKkTURHA Henoapobna Gonect
IuctHr

I Inenosedput

HeycaoxHeHH HHMEKITMHU HA KOXKATE U MEKWUTE THKaHH

JleyeHue Ha paHHH nposBH Ha JlaMcKka Oomect
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Tpabpa na ce B3eMar npensua oHULIMATHHATE HACOKH 3a NpPABHJIHATA YNIOTpeOa HAa aHTHOAKTEPHAIHH

CpencTaa.
4.2 /lo3HpoBKAa H HAYHMH HA NPHJIOKEHHE

Jo3npoBka

OOHuaiHUAT Kypc Ha JieYeHHe € ceAeM JHH (MOXe /la BapHpa OT I1eT Ao Jecet gan). [Jo3ara
neypoKkcHM, KOATO € u3bpaHa 3a JieueHre Ha HHAMBMIyanHa uadekms, Tpadra qa Obae cbodpaseHa

C.

« OYyaKBaHHTE NMATOrSHU U BEPOSTHATA UM UYBCTBHTEIHOCT KbM LIEYPOKCHM aKCETHII

* TexxecTTa ¥ MACTOTO Ha HH(DEKIUATA

* Brapactra, Ternoto u Onbpednara QYHKIHA Ha NAlMEeHTa; KakTO € MOKa3aHo Mo - oIy .

IIpoaBJKHTEIHOCTTA Ha TepanuaTa Tpsa0Ba Ja ce onpeaens oT BUAa Ha HHQCKIUATA H OTrOBOpa Ha
MAlMEHTa ¥ KaTo LAI0 He TpAOra 1a Obe no-amira oT NpenophuHTeHaTA.

Tabruya 1. Beapacmnu u oeya (> 40 kg)

IToxkazanne

HozapoBka

OCTBbP TOH3HINT U PAPUHTHUT, OCTHP
DakTepHaiCH CHHYHUT

250 mg aABa TBTH JHEBHO

OcTbp OTHUT Ha CPETHOTO YXO

500 mg nBa NBTU AHEBHO

OctpH ex3anepbaluuy Ha XpOHHYHA
0bcTpYKTHBHA Benoapobua Oonect

300 mg npa MBTH JHEBHO

I{ucTut

250 mg nBa MbTH JHEBHO

ITuenonedpur

250 mg aBa mMbTH JHEBHO

HeycnoxHEHH HHQEKIMKE HAa KOYKATA U MEKHTE
ThKaHH

250 mg nBa LT AHEBHO

JlaliMcka bonecT

500 mg nBa meTH AHEBHO 2a 14 nuu (Mexay 10 H
21 nHwm)

Tabruya 2. [leya (< 40 kg)

IToxazanne

A03HpOBKa

OcTbp TOHIWIAT U DAPHHITHT

10 mg/kg nBa MbTH JHEBHO, A0 MAKCHMAJIHA 1034
oT 250 mg 7Ba ITbTH JHEBHO

OcCTBp OTHUT Ha CPEAHOTO YXO

15 mg/kg nBa MBTH JHEBHO, IO MaKCHMaJIHa J03a
or 250 mg ABa ITETH JHEBHO

Octbp GakTepHaieH CHHYHT

10 mg/kg nea ITbTH AHEBHO, 1O MaKCHMaJIHA 1034
oT 250 mg nBa THTH AHEBHO

[ucTHT 15 mg/kg nBa THTH AHSBHO, IO MAKCHMANHA A032
orT 250 mg ABa NBbTH JHEBHO
[Tuenoxnedpur 15 mg/kg nsa IBTH JHEBHO, A0 MAKCHMAJTHA 1034

ot 250 mg nea nbTH AHEBHO 3a 10 g0 14 nHM

HeycnoxHeHH HH()EKIIHH Ha KOKaTa U MEKHTE
THKAHH

15 mg/kg nra OBTH JHEBHO, 1O MaKCHMallHa A034
ot 250 mg apa OBLTHU JHCBHO

JlatiMcka 6onect

15 mg/kg nBa MbTH JHEBHO, A0 MaKCYMAJZHA 034

g .
oT 250 mg npa NBTH AHEBHO 2 e
21 xan)

Hsma oIHT ¢ npuIoKeHWe Ha 3WHAT MPH ela Ha Bb3PacT Mo 3 Mecera.




[Ipu kbpmaueTa (Ha Bb3pacT OT 3 Mecela) 1 Aela ¢ TenecHa maca noa 40 kg moxe na e 3a
MpeAnoYMTaHe a C€ KOpUrupa ao3ara B 3aBUCMMOCT OT TETJIOTO.

Tabnetkure 11eypOKCHM aKCETHII M IPAHY/IMTE 3a MepopaiHa CyCleH3Hs LePyPOKCHM aKCeTHIT HE ca

6GMOEKBHMBAJIEHTHH M HE Ca B3aUMO3aMeHseMH Ha 6a3a MUIMIrpaM 3a MUJIMTpaM (BxK. Touka 5.2).

JIBeTe Tabnuiy 1o-10J1y, pa3AesieHu 1o TeJIeCHO TerJ0, CIy>KaT KaTo NPENOpPBKH 32 YJIECHEHO

MPUIOKEHHUE, HAIPUMED MEpHTEIHA TbkHuka (5 ml) 3a 125 mg/5 ml wiu 250 mg/5 ml cycnensus B
MHOT'01030Ba OMAaKOBKa, aKO € IMPeJ0CTaBeHa JIbKHUKA.

Tabauya 3. 10 mg/kg oo3za 3a oeya nao 3 meceya u mezano < 40 kg

Terno (kg) Ho3a (mg) aBa nbTH | KosmyecTBo pasTBopeHa KosimuecTBO 32 eHA 1032
JHEBHO CyCcneH3Hs 3a eJHa 1033
(ml)
125 mg/Sml [ 250 mg/Sml | 125 mg 250 mg
4 no 6 40 no 60 2,5 - - -
6 no 12,5 60 no 125 2.5 009 - - -
12,5 no 25 125 mo 250 5010 2,510 5 1 no2 .
Han 25 250 10 5 2 1

Tabauya 4. 15 mg/kg 0o3a 3a 3a oeya nao 3 meceya u mezno < 40 kg

Terao (kg) Ho3a (mg) aBa nbTH | Kosm4yecTBO pa3TBOpeHa KosmyecTBO 32 e1Ha 1032
JAHEBHO CyCIeH3H# 3a eHa A03a
(ml)
125 mg/5ml | 250 mg/5S ml | 125 mg 250 mg
4 no 6 60 no 90 25005 . - -
6 no 12 90 no 180 5n07,5 25105 1 -
12 no 16 180 o 240 7,5 no 10 5 2 1
Han 16 250 10 5 2 1




bvbpeyno yspescoane

besonacHocTTa M euKacHOCTTa Ha LEeyPOKCHM aKCETHII IPH MAaLMEHTH ¢ ObOpeYHa HEIOCTATBYHOCT
He ca ycraHoBeHH. Lledypokcum ce exckperupa riaBHo upe3 6b0perte. [Ipu maiMeHTH che
3HAYMTEJTHO HapylueHa ObOpeuHa QyHKLUMA ce MpenopbyBa A03ara Ha HedypoKCHM Ja ce HaMaJu, 3a
Ja ce KOMIleHcHpa 3abaBeHaTa exkckpenus. Lledypokcum ce etMMHHMpa e(EKTHBHO C AHAITH3A.

Tabauya 7. Ilpenopvuumennu 0o3u 3unam npu 6w6peuro yepescoane

KpeaTHHHHOB KJIHpPBHC Tin IIpenopbunTeHA 1032
(uacoBe)

> 30 ml/min/1,73 m? 1,4-24 He € HeoOX0MMa KOpPEKIIMs Ha 103aTa, CTaHJapTHa
n03a ot 125 mg 1o 500 mg nBa NbTH AHEBHO

10-29 ml/min/1,73 m? 4.6 CTaH/apTHA WHMBHJYaJIHA /1034, JaBaHA HA BCEKU
24 yaca

< 10 ml/min/1,73 m? 16,8 CTaHJapTHA MHAMBHIyAIHA 10334/t M’ X
48 yaca & AT, 't&:.

[Tpu xeMoauanusa 244 lde . ®

EnHokpaTHa NOMBbJIHUTENIHA CTAHTAPWE
UMHMBUYaTHA J103a TpsAOBa nd\c jﬁﬁ (pa ﬁ

BCAKaA JHAJIN3a
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Ueproopobuo yepexcoane

Hama HanmM4HH NaHHK 33 MAUMEHTH ¢ YepHoApoOHO yBpexaaHe. Toi KaTo uedypoKCHM ce
eKCKPETHpa riaBHO 4pe3 On0penure, He ce 0YaKBa HATMYMETO HA HAPYILCHA YEPHOAPOOHA PyHKIHA
na uMa eexrt BepXy hapMaKOKHHETHKATA Ha LEPYPOKCHM.

HauyH Ha npuiokeHHe

[IepopanHo nprioxeHHue
3a orrrMMaUHa abcopOuus cycneH3usaTa LedypokCcHM akceTiul TpadBa 1a ce rpuema ¢ XpaHa.

Ja yKa3aHW 3a pa3TBapAHE HA JICKAPCTBEHHUA MPOAYKT PEAH NPWIMKEHHE BHXKTE To4Ka 0.6.

B 3aBHCHMOCT OT JO3WPOBKATa, Ca HAJMYHU U APYTH JIEKAPCTBEHH POPMH U KOHIICHTPALIHH Ha TO3H
IIPOMYKT.

4.3 IIporuBonokaszanus

CBpBXYYBCTBHTENHOCT KBM LIEPYPOKCHM WIH KEM HAKOE OT [IOMOLIHHUTE BELECTBA, H30POEHH B
TO4Ka 6.1.

[lalMeHTH ¢ U3BECTHA CBPBXYYBCTBHTEITHOCT KbM LIEQATOCIIOPHHOBH aHTHOUOTHLIH.

AHaMHECTHUYHH JJAHHHM 33 TEXKKA PEAKUKA Ha CBPBXIyBCTBUTETHOCT (Harnp. aHahHIaKTHYHA PEaKIfHs)
KBM JApYT THIT G€Ta-IaKTaMHH aHTHOaKTepHaIHH CpeACTBa (ICHUIMITHHHM, MOHODAKTaMH1 H
KapbaneHeMn).

4.4 Croenmaanm npeaynpexieHAA H NpeANasHA MEPKH NPH ynoTpeda

Peakilu Ha CBPBLXYYBCTBHTEIHOCT

CnenuanHo BHUMaHHE € HEOOX0IUMO TIpH MAIMEHTH ¢ aHAMHE3a 33 AJICPrHYHA PEAKIHA KbM
[ICHULIMIHHY WK APYTH OeTa-TakTaMHH aHTHOMOTHIIM [IOPaaM PHCK OT KPBCTOCAHA UYBCTBUTENHOCT.
[Tono6HO Ba BcHUKH OeTa-TaKTAMHH aHTHOAKTEPHANHH CPEACTBa MMa CHOOIIEHHA 32 CEPHO3HU H
MOHAKOTA QaTaTHA peaKlHH Ha CBPBbXYYBCTBHTENHOCT. MiMa cLoOIeHNs 3a peakMy Ha
CBPBXYYBCTBUTEIHOCT C ITporpecus A0 cHHApoM Ha Kounis (OCTEp anepriuyeH Crna3bM Ha KOpOHApHa
apTepus, KOUTO MOKe J1a A0BeIe A0 HHPapKT Ha MHOKapaa, BX. Todka 4.8). B cirydak Ha pazBHTHE Ha
TEKKA PeaKlis Ha CBPBXIYBCTBUTEIHOCT JICUEHHETO ¢ HedYPOKCHM TPAOBA Ja ce IIPEYCTaHOBH
HE3a0aBHO H Jia ¢e MpeANPHEMAT NOAXOAMINH MEPKH 34 CIIEIIHO JIEYEHHE.

IIpenu 3anousane Ha nevexHue TpgOBa ga ¢¢ YCTAaHOBH AAJIM NAUMEHTHT KMA aHAMHE3A 32 TEKKH
PeaKIMH Ha CBPBbXYYBCTBUTEIHOCT KbM LieypPOKCHM, KBM JAPYTH LedaTOCIIOPHHNA HITH KBM APYTH
THIOBE OeTa-akTaMHH cpeacTra. Lledypokcum Tpadea ga ce npriara ¢ MOBHIICHO BHHMAHHUE MPH
IMALMEHTH C aHAMHE3a 3a HETEXXKH PEaKlMH Ha CBPBXYYBCTBHTETHOCT KBM APYTH OeTa-TaKTaMHH
cpeacTsa.

Texxky KOXHHM HeXxenaHu peakipi (severe cutaneous reactions-SCAR)
B®B Bpb3Ka ¢ neveHHe ¢ ueQypoKCHM ca ¢hOo0IIeHH TeXKKH KOKHH HEeXeJlaHH peaKkLHH, BKIKOYBANIIH;
CHHIpOM Ha Stevens Johnson (Stevens-Johnson syndrome-SJS), TokcHyHa enyaepMaiHa HEKPOJIU3a
(toxic epidermal necrolysis- TEN) 1 nekapcTBeHa peakuys ¢ €0O3MHOGWINA H CHCTEMHH CUMITTOMH
(drug reaction with eosinophilia and systemic symptoms- DRESS), kouto mMorar aa ca
AKHBOTO3ACTpAIIABAILM HWIH C NeTaneH u3xo/1 (BkK. Touka 4.8).
I1pu mpeanucpaneTo NalHeHTHTE TpAOBa Ja ObAaT UHPOPMHPAHH 33 MPHU3HALKTE M
ObaaT HaOMoAaBaHH ¢ MTOBUIICHO BHUMAHHE 34 KOYKHH PEAKIMH. AKO C€ NOABAT
CHMITOMH, TOKA3ATE/THM 33 TAKABA PEaKLIMA, MPUWIOKECHHETO Ha 1edypOKCHM TS

kato Hanpmep SJS, TEN munu DRESS npu ynotpebata Ha uedypokcum, He TpAOB
e 3aMo4Ba JeueHue ¢ HedypoKCHM Ha TO3H ITALIHEHT.



Peakimmsa Ha Jarisch-Herxheimer

Peakips Ha Jarisch-Herxheimer e Habmoznasana cnep ieyenue Ha JlaitMcka 6oecT ¢ HeypoKCHM
akceTWI. Ta3u peakiud € NpaK pe3yaTar oT OaKTepULMIHOTO AEHCTBHE Ha 1edyPOKCHM aKCeTHI
BBPXY MPHYMHUTENA Ha JlaliMcka 6omect, cimpoxerata Borrelia burgdorferi. IlaupenTnre TpaOBa Aa
ce MIPEAYTIPEAAT, Y€ TOBA € YeCTa i OOHKHOBEHO CaMOOIrPaHHYaBallld C€ peaKLiHg BC/IICACTBAC Ha
aHTHOHOTHYHO JledeHHe Ha JlakiMcka Oonect (B, Touka 4.8).

CBpbXxpacTek HA HEUYYBCTBHTEIHH MHKPOOPraHH3MHU

KakTo npu apyrd aHTHOMOTHLM, IPHITOXKEHHETO HA LePYPOKCHM aKCETHII MOXe Ha JOBEIC 110
cBpbxpacTex Ha Candida. IIpoab/KMTEMTHOTO IPWIOKEHHE MOKE CBINO 1a JOBEIC 10 CBPBXPacTeXK
Ha JPYTH HEYYBCTBHTETHH MUKpoOoprauusMu (Hanp. entepokoku H Clostridioides difficile), xoeto
MOKe Ja HAJIOXKH CITHpaHe Ha NeyeHHeTo (BXK. Touka 4.8).

[TceBnomMeMOpaHO3€H KOJIMT, CBLP3aH C IPHEM HA aHTHOAKTEPHAIHHE CPeJCTBa, ¢€ ChoOLIaBa ¢ MOMTH
BCHYKH aHTHOAKTEPHATTHHA CPEACTBA, BIUTHYMTETHO U LeyPOKCHM, KaTo 110 TEKECT MOXKe /12 BapHpa
OT JIeK 10 XKHBoTO3acTpamasaly. Ta3u AuarHos3a Tpadea fa ce uMa MpeABU/ NPy NALHESHTH C AHapHs
O BpeMe Ha WJIH clie/l IPUIOKEHHeTo Ha Hedypokcum (Bx. Touka 4.8). B Te3n ciyuyam TpsAdBa aa ce
OOMHCIIH CITHpPAHE HA JICYSHUETO ¢ NedypPOKCHM M NPUIOKEHHE Ha CICLU(HUIHA Tepanus 3a
Clostridioides difficile. He TpafBa na ce npunarar JieKapcTBEHH MPOLYKTH, KOUTO HHXMOMPAT
rnepHCTaNTHKATa (BX. Touka 4.8).

[TopnHugBaHE HA PE3YATATHTE OT JHATHOCTHYHH TECTOBE
Pa3sBuTHETO HA MONOXKHUTENACH TecT HAa Coomb’s, CBBP3aHO ¢ NPWIMKEHHE Ha HeypOKCHM, MOXKE 1a
MOBJIHAAE HA KPBCTOCAHATa Mpoda 3a CbBMECTHMOCT IIPH KPhBOMpeayBane (BxK. Touka 4.8).

Toii KaTO Npy NPOBEXKAaHE HA (PEePpULIMAHHEH TECT MOTAT Ja ce NOMyYyaT GpamuBO HETaTHBHH
pe3yJITATH, 33 H3C/IEBaHe HA HUBATA Ha IJIIOKO34 B KPBBTA/TUIa3MaTa NPH NALMEHTH Ha ey pPOKCHM
aKCEeTHII ¢e NpenopbyBa ynorpedbara Wi Ha NIIOKO300KCHIA3HUA, HIIH HA XeKCOKMHA3HUA METO.

BaxxHa uHdopMallks 32 MOMOITHHTE BEeHIECTBA

[Ipu reyeHue Ha maLUeHTH ¢ ZHaler TpAORa na ce B3eMe IO/ BHUMaH#e CBABPKAHHETO HA 3aXapo3a B
CYCTIEH3HATA W TPaHyJIMTE HePyPOKCHM aKCETHI U 1A ce Aane NOAXOAIN] ChBET Ha MalueHTa.

125 mg/5 ml rpaHynu 3a nepopaina cycneH3us
Coaspxa 0,021 g acmaptam (E951) Ha n03a ot 5 ml. AcrapTaMbT € H3TOYHHK Ha (PEHIIANAHUH H
3aTOBA TPAOBA J1a € M3MOJ3BA ¢ MOBHIICHO BHUMAaHHE [IPH NMalMeHTH ¢ QeHHIIKETOHYPHA.

Ceaepxka 3,1 g 3axapo3a Ha Ao3a oT 5 ml. [TalMEHTH ¢ peAKH HACIEACTBEHH 3a00/IABAHUS KaTO
HEMOHOCHUMOCT KEM (DPYKTO033, TIIFOKO30-TaTaKTO3Ha ManabcopOLMsl HiK 3aXapo30 H30MalTa3Ha
HeJOCTATBYHOCT HE TPSOBa 1A NpHeMaT TOBA JCKAPCTBO.

Coabspka 6 mg npomwteHraukos (E1520) Ha no3a ot 5 ml

Coraobpxa 4,5 mg 6eH3unoB ankoxol (E1519) Ha mo3a ot 5 ml. beH3sHioBHAT aIKOX0JI MOXKE 2
NPUYIHHU AJIEPrHYHH PCaKLUH.

BeH3UNOBHAT anKkoxo TpAOBa a ¢e M3MO3Ba C NOBHIIEHO BHUMAHHWE [IPH NalHeHTH ¢ OB0peyHo WK
YepHOAPOOHO YBPEKAAHE WY IIPH TALIHCHTH, KOMTO Ca OPEMEHHH WJTH KbPMAT, NOpaAH PUCK OT
HaTpyTBaHE H TOKCHYHOCT (MeTabomuTHa aumnosa). [onemu o6emu OSH3HIOR alKoXos TpsAOBa aa ce
M3M0JI3BAT ¢ NOBHIIEHO BHHMAaHHE ¥ CaMo aKo € Heo0XoauMo, 0cOOEHO MpH TULa ¢ YepHOAPOOHO HIH
6B6pednHO yBpeXKAaHe NIOPaJM PHCK OT HaTpynBaHe. B mombiaHeHHe, yiioTpebarta Ha LedypoKcHM
aKCETHIT CYCIIEH3H 32 NIOBEYE OT celMHLIa TPH MAJIKH Jena (Ha Bb3pacT noj 3 roguHu) TpAOBa ce
H30ArBa OCBEH aKO HE € KIMHWYHO HEOOXOAUMO MOpaaH PHCK OT HATPYIIBAHE.

250 mg/S ml rpaHyJsin 3a nepopasHa CyCIIeH3HA
Coabpxa 0,045 g acmapram (E951) na goza ot 5 ml. AcnapraMbT € H3ITOYHHK Ha
3a10Ba TPAOBA Ja ce U3MOJN3BA ¢ NOBUIIIEHO BHUMaHUE NMPU MAUHCHTH ¢ (PCHIITK
Craspika 2,3 g 3axapo3a Ha 103a oT 5 ml. TlanyeHTH ¢ peaxH HAacIeACTBEHH 3a0
HEIIOHOCUMOCT KbM QPYKT03a, IIOKO30-TAIAKTO3HA MaTabcopOLMi HITH 3aXapo3



HEAOCTATLYHOCT HE TPAOBA Aa IIpHEMAT TOBa JIEKAPCTRO.

Coaspxka 4,6 mg 6ensinios ankoxon (E1519) na qo3a ot 5 ml. benszumoBuaT anKoxon Moxe 1a
IIPUYMHA aICPrHYHU PEAKITHH.

BeH3WIOBHAT anKoXoJ TpsOBa Ja ce M3MONI3BA C IIOBUIIEHO BHUMAHHE [IPH NAMCHTH ¢ GBOpetiHo Win
YEPHOAPOOHO yBpEKIaHE HITH TIPH NAIMEHTH, KOUTO ca OpeMEHHH WIH KbPMAT, IIOPaH PHCK OT
HATPYIIBAHE M TOKCHYHOCT (MeTaGoIMTHA aumno3a). ['onemu 06eMu GeH3NIIOB aJkoX 0/ TpAOBa fa ce
M3MON3BAT ¢ TIOBMILEHO BHHMAHNE 1 CAMO aKo € HeobX0IMMo, 0COGEHO TPH JIHILIA ¢ YEPHOAPOOHO HITH
6LOpeuHO yBpeXKaaHe IIOpaay PHCK OT HATpyNBaHe. B nomrsiHeHHe, ymoTpedara Ha HeQYpPORCHM
AKCETW CyCTIEH3HA 3a TIOBEYE OT CeAMMIA TIpH MasIKK Jlela (Ha Bb3pacT Mo 3 rofMHK) TpsoBa ce
H30ATBa OCBEH aKo He € KIMHHYHO HEOOXO0AMMO MOPaH PHCK OT HATPYTIBAHE.

4.5 BsammopeiicTBHe ¢ IPYIH JeKapcTBeHH IPOAYKTH K APYTH GOPMH HA B3aHMOJCHCTBHE

JlexkapcTra, KOMTO BOJAT JO MOHIDKEHA KHCETMHHOCT B CTOMAaXa, MOraT Aa A0BEAAT N0 MO-HHCKA
SHOHAITHYHOCT Ha LedYPOKCHM aKCeTHII, B CpaBHCHHE ¢ OHOHAJIMYHOCTTA, HOCTHraHa nNpy NpHeM Ha
INIaJHO, H CHIIO Taka, Aa eIMMHHHAPAT ed)eKTa Ha nogodpasaHe Ha abcopOLHATA TIPH [IPHEM CIIEN
XpaHeHe.

LledypokcHM ce eKCKpeTHpa upe3 ToMepyJiHa durtpauia H Ty6ynHa cexpeuus. He ce npenoptusa
eIHOBPEMEHHO NPIWIOKEHHE ¢ npoberermyl. EAHOBPEMEHHOTO NIPHIIOXKEHHE C IPOOEHELINNT
3HAYHUTEHO TIOBHINABA [TMKOBATAa KOHLCHTPALMA, TUIOIITA 1O/ KpMBaTa CCPyMHa
KOHIEHTpaLM/BpeMe U SIHMHUHALIMOHHHA MOTY>XHBOT HA LIEPYPOKCHM.

ERHOBpEMEHHOTO NIPHIIOKEHHE C NEPOPATHY AHTHKOATYJIAHTH MOXKE J1a JOBEAE A0 MOBHUIABAHC HA
MEKIYHAPOAHOTO HOpMaTU3NpaHo croTHomeHue (INR).

4.6 @epruarTeT, OPEMEHHOCT H KEPMEHE

bpemeHHoCT

MmMa orpaHrueHH JaHHH OT ynoTpetara Ha uedypokcuM mpH OpemMeHHH KeHHU. 11poyUBaHHATE TIPH
’KMBOTHH He NOKa3BaT BPeIHH €(DEKTH BhPXY OpeMeHHOCTTa, eMOPHUOHAIHOTO M (ETATHOTO PasBUTHE,
PaKAHETO H MOCTHATAIHOTO pasBHTHe. 3MHAT TPAOBA Aa ce NPeMHcBa Ha OpEMEHHH XKEHH CaMO aKo
MONI3UTE HaJBUILABAT PUCKOBETE.

KnpmeHe

[edypokcHM ce OTAENA B KbpMaTa B MAIKH KOTHUYECTBA. He ce ovakBar HexenaHu peakUHH NpH
TepareBTHYHH J03H, BHIPEKH Ue He MOKE 1 ¢€ H3KIKOUH PHCK OT Pa3BHTHE HA AHApHs ¥ rbOMYHA
HHMEKUHS HA JIMraBULHTE. Pa3BUTHETO HA TE€3H peakUMH MOXKE Ja HAJIOXKH CIIHpaHe Ha KbpMEHETO.
Tpsi6sa na ce HMa [PEABH BH3MOXKHOCTTA 3a cencubumsanus. Lledypokcnm Tpabea na ce npunara
[IPH KEPMAUKH, CAMO CJIe]l OLIEHKA Ha OTHOIICHUETO MOJI34/PHCK OT JICKYBAILHA JICKap.

DEepTUIHTET
Hsama naHeH 32 edexTuTe Ha NeyPOKCHM aKCeTHI BBpXY HepTHIHTETa IpH Xopa. PenpoayKTHBHH
MPOYYBAHHS [PH KHBOTHH HE €2 MOKa3a/d €(peKTH BbpXY GepTHIHTETA.

4,7 EdexTn BBPXY CHOCO6HOCTTA 32 modHpane H padoTa ¢ MATIAHH

He ca nipoBexkAaHu npoy4BaHKs 33 e(eKTHTE Ha LedypOKCHM BEPXY CMocOOHOCTTa 38 MOHpaHe 1
pabota ¢ Mamuuy. Bee nak, Thif KaTo 1ekapcTBOTO MOXE /2 MPHYHMHH 3aMasHOCT, MAlMEeHTHTe TpAOBa
na ObAaT npefynpeAeHH Aa OBaaT NpeAnasiuBy NpH modHpaHe U paboTa ¢ MALIUHH.

4.8 Hexenasn NeKapcTBEHH peaKiHH

Haii-uecTrTe HEXkeIaHH peakuMH ca cepbxpactex Ha Candida, eozunopwind, rn
3aMasHOCT, FaCTPOMHTECTHHAIHM HAPYLICHUA M NIPEXOAHO MNOBUIIIABAHE HA UEPHO

KaTeroprusnpaHero Mo 4ecTOTA HA HEXENAHUTE JICKAPCTBEHH PEaKLMM [10-101TY € I



KATO 34 MOBEYETO PeaKUWH HE ca HAJIHYHH NTOAXOAALIM JaHHH 3a H3UMCIIBAHE HA YecTOoTaTa
(HampHMep TaKHBa OT I1aLe00-KOHTPOIMPAHH ISTHHHYHM POy4BaHHa). B 10MbIHEHHE YeCTOTaTa Ha
HEKEIAHMTE JICKAPCTBEHH PCaKIIiH, CBBP3aHH ¢ HEPYPOKCHM aKCETHII, MOJKE /1a BapUpa B 3aBHCHMOCT

OT MHIUKALMATA.

JaHuu oT 0OLIMPHI KIMHWYHH IPOYYBAHHA €A U3MON3BAaHH 3a ONpeaeIaHe Ha YeCTOTaTa Ha
HeXKEAHUTE JCKAPCTBEHH PEAKIIHH B KATETOPUHTE OT MHOTO YECTH 0 PEIKH. HecTOTHTE Ha BCHYKH
APYTH HEKETAHH JIEKapCTBEHH peakimH (T.e. Te3u ¢ yectora < 1/10 000) ca ycTaHOBEHH IJ1aBHO B3
OCHOBA Ha MOCTMAPKETHHIOBH JIaHHH M Y€CTOTATa MM 3aBHCH OT YeCTOTaTa Ha ChOOIABaHE Ha
HEXKEJIAHH peaKUHH, a He OT peajiHara vyecToTa. Hama aaHu oT nane®o KOHTPOJMpaHH NPOYIBAHHA.
Korato yecToTaTa Ha HEXKEIIAHHTE PEaKUMH CE H3UUC/IABa OT JaHHH OT KIIMHHYHH [1POY'BaHH, TOBA
C€ OCHOBaBa Ha CBBP3aHH C JIEKAPCTBOTO AaHHHM (MO [peLEHKA HA Hacaeaoraress). 1 IpH BCAKO
[PYNHpaHe B 3aBUCHMOCT OT Y€CTOTATa, HEXKEJIAHHTE JIEKAPCTBEHH peaklMK ca U30pOoeHH B HH3XOAI
pell Mo OTHOMEHHE Ha TAXHATA CCPUO3HOCT.

CBbp3aHHTE ¢ IEYEHUETO HEXKENAHH JICKAPCTBEHH PEaKI[WH, BCHYKH CTEIeHH, ca W30pOEeHH Mo-A0Y,
cemiacHo MedDRA, no cHcTeMo-opraHeH wiac, 4ecToTa ¥ CTefeH Ha TexecT. M3no3eana e cieiHara
KnacA(pUKayd Ha 4YeCcTOTaTa Ha HEXKE/TAHHTE JIEKAPCTBEHH peaklHH: MHOTO YECTH = 1/10; uectH
> 1/100 go < 1/10; segect = 1/1 000 mo < 1/100; peaxu = 1/10 000 go < 1/1 000; MHOTO penKH
< 1/10 000 ¥ ¢ HeU3BECTHA YecToTa (OT HAJTHYHMTE JAHHH He MOXe Ja Obae HanpaBeHa OLEHKA).

CracreMo- Yectn HeuecTn C HeH3BeCTHA YE€CTOTA
OpraHeH KJAC
Huadexupu u CBPBXPACTEK Ha cBpbxpactex Ha Clostridioides
HMH{ECTALHH Candida difficile
Hapyiuenus s1a €03HHODWITHS MO3HTHBEH TECT HA | XEMOJIMTH4HA aHEMH
KPBBTA H Coomb’s,
muM¢pHaTa TPOMOOIIMTONEHHA,
cCHCTEMa JIEBKOIICHUS
(moHsKOTa TEeXKKa)

Cobplie4HH HAPYLUICHUS cuHapoM Ha Kounis
HapyieHus Ha JeKapCTBEHA TPECKa, CepyMHa
UMYyHHaTa Oonect, anaHIaKkcus, peaKkiing Ha
cHCTEMaA Jarisch-Herxheimer
HapyumieHus Ha rnasobosue,
HEPBHATA CHCTEMA | 3aMasgHOCT
CroMarnHo- JHapHs, TaJieHe, [OBPBLIAHE nceBAOMeMOpaHO3eH KOJIMT (BXK.
4YpSBHH KOpeMHa 0onka Touka 4.4)
HapyLICHUS
XenaroOHIHApPHH | IPEXOAHO XBJITEHULA (ITPeIAMHO
HADYIICHUA MOBHIIABAHE HA XONECTATUUHA), XeTIATHT

HHBATa HA

YEePHOAPOOHHTE

CH3UMH

HapyineHnus Ha
KOXaTa H
NOJIKOJKHATA
ThKaH

KOMKHH 00pHBH

YpTHKapus, ChpOex, epHTeMa
myntudopme, CHHIpPOM Ha Stevens-
Johnson, TokcHuHa enmyaepMaHa
HEeKpoJIH3a (eK3aHTEMHA HEKPOJTH3a)
(sorc. Hapywenuan na umMyrnama
cucmema), RHrHOHEBPOTHY




Onucarue Ha u3OpanU HEJNCERAHU DEAKYUY

LlepanocnopuHUTE KaTO KIa¢ UMAT CBOMCTBOTO JIa ¢e aJcopOHpaT BBPXY MOBBEPXHOCTTA HA
MEMOpaHHUTE Ha YCPBCHHTE KPBBHH KIIETKH H JIa PEardpar ¢ aHTUTE/Ia HACOUEHH CPEIILy 1€KapCTBOTO,
B PE3YJITAT Ha KOETO Ja MO3UTHBHpAT TecTa Ha Coomb’s (KOeTO MOXKe 14 IMOBTHAE HA KpbhCTOCAHATA
npoba 3a CbBMECTUMOCT MPH KPBBOIPEIMBAHE) H MHOIO PAAKO Ja MPUYHHAT XEMOJIMTHYHA aHCMUAL.

HabmoaaBaHo € NpeXoiHO NOBHIIABAHE Ha CEPYMHHTE HHBA Ha YEPHOAPOOHHTE €H3UMH, KOETO
OOMKHOBEHO € 00OpaTHMO.

[leouampuuna nonyaayus
[IpodunsT Ha 6€30M1aCHOT Ha LIe(YPOKCHM aKCeTIHI MPH Aela € B ChOTBETCTBHE ¢ NPpo(HiIa IIpH
BB3PACTHH.

CrofluaBate Ha 110/I03MPAHA HEXKEIAHH PEAKLIAH

Cro01aBaHeTo Ha NOIO3UPAHH HEXKETAHH PEeaKLMH Ciie] pa3peliaBaHe 3a ynorpeba Ha JJeKapCTBEHUA
MPOIYKT € BayKHO. TOBa IMO3BOJIABA /14 MPOAB/DKH HAOIIONEHHETO Ha ChOTHOLIEHHETO MOM3a/PHUCK 32
JIEKAPCTBEHHA NPOAYKT. OT MEIAMLUMHCKHTE CIICLIMATUCTH ¢¢ M3HCKBA Ja ChOOIIaBaT BCAKa
NOJ03HMpaHa HeXXelaHa peaxkiig Ype3 HaLHOHAIHA CHCTEMA 3a ChOOLIaBaHE:

HM3neiaHHTENHA areHLUUs 110 JISKApCTBATa
yi. ,,Jamsas I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yeOcait; www.bda.bg

4.9 Ilpeao3upane

[IpeaozupaneTo MOXKe Aa AOBE/IE IO HEBPOIIOTHYHH MOC/ICACTBHA, BKIIIOUKHTEIHO eHUedanonarus,
repuoBe M koMa. CHMIITOMH Ha Npefo3upaHe MOraT ga ¢€ MOABAT, aKO J03aTa HE ¢€ HamalliBa

MIPaBUIIHO [IPH MALMEHTH ¢ OB0peyHo yBpexkaaHe (BX. TOUKH 4.2 u 4.4).

CepyMHHTE HHBA Ha LIEYPOKCHM MOTaT Aa 6b1aT NOHKEHH YPe3 XeMOAUAIH3A HITH [IEPHTOHECATHA
OHAITH3A.

5.  ©®APMAKOJOTIWYHHM CBOMCTBA
3.1 PapMakoaHHAMHYHH CBOHCTBA

®apMakoTepaneBTHUHA TPyna; aHTHOAKTEPHAITHH CPEACTRA 34 CUCTEMHO [IPHIIOKEHME, BTOpa
reHepauua uedanocnopuan, ATC koxn: JO01DC02

MexaHH3eM Ha JeHCTBRUE

I{edypokcnmM akceTHn ce XUAPOIM3HPA YPes3 ECTEPa3HH €H3IUMU 10 aKTHUBHHS aHTHOMOTHK

HeQypOKCHM.
LedypoxcuMm unxubupa cuHTe3a Ha OakTepHAIHATA KJICThUHA CTEHA YPe3 CBbP3BaHe ¢ NEHHIHIHH-

cebp3Banid nporenad (PBPs). TorH Boau 10 npekbeBade Ha OHOCHHTE3aTa HA KIIETHYHATA CTCHA
(MEMTHAOTIMKAHK) M CJIe TOBA 0 KJICTHYHA JIH3a H CMBPT Ha KJIETKATA.

MexaHU3bM Ha PE3UCTEHTHOCT

bakrepraHaTa pe3UCTEHTHOCT KbM LeQyPOKCHM MOKE 1a ¢¢ AB/DKY Ha CIHH HITH
CIICAHATE MEXaHU3MHU:

. XHApONM3a Ype2 GeTa-NaKTaMasH; BIJIFOUHTENHO (HO He OrpaHM4EHO 10) O¢frat
pasmupeH criektbp (ESBLs), kakTo 1 AmpC eH3MMH, KOHTO MOTaT /1a ce Hiugy

L] _
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TpalHO Ja ce AKTHBHPAT OT IIOTHCHATO CHCTOAHUE MPH ONPESACNICHH aepOOHH
['paM-oTpuuaTenHn OaKTEpHaiHA BUOBE;

. HamasieH aQHHHTET Ha MEHUIHINH-CBBP3BAIUTE TPOTEHHH KBM LIE(PYPOKCHM;

. HETPONYCK/IMBOCT HAa BHHIIHATA MeMOpaHa, KOeTO OTPaHHYaBa IOCTHIA Ha LE(YPOKCHM JI0
NEHULMIHH-CBBP3BAIMTE MPOTEHHH NpH [ paM-OTpULIATETHH OaKTEPHH;

o OakTepHaliHH eqUIYKCHH TTOMIIH.

3a MUKPOOPraHU3MMTE C NIPHA0GHTA PEIUCTEHTHOCT KBM APYTH HHPKEKIMOHHH Le(alOCIOPHHH Ce
OYaKBA J1a Ca PE3UCTEHTHH H KbM LIEQYPOKCHM.

B 3aBHCHMOCT OT MEXaHH3MA Ha PE3UCTEHTHOCT, MUKPOOPTAHU3MHTE ¢ MPHIO0HTA PE3HCTEHTHOCT
KBbM NEHHLIWIHHH MOTAT Ja MPOABABAT HaMaJiIeHa YYBCTBHTENHOCT WIH PE3HCTCHTHOCT KBbM
e ypOKCHM.

['paHUYHK CTOHHOCTH 34 11 OKCHM aAKCETHIT

I'paHH4HHTE CTOMHOCTH Ha MHHMMAJIHAaTa MEXHOHpaila koHueHTpaiusa (MIC), onpenenchu OT
EBponefickus KOMMTET 3a H3CJICABaHE Ha aHTHMHKPOOHa dyectBUTENHOCT (European Committee on
Antimicrobial Susceptibility Testing) (EUCAST) sepcus 13, ot 01 snyapu 2023, ca kakTo cnepsa:

MuEKpOOpPraHu3IbM I'parnynH croiigocTH (mg/l)

S< R>
Enterobacterales -* 3 8
Staphylococcus spp. Jabenexka’ 3abenexka’
Streptococcus A, B,Cu G 3abenexka’ 3abenexxa’
Streptococcus pneumoniae 0,25 0,25
Haemophilus influenzae 0,001 1
Moraxella catarrhalis 0,001 4

' T'pasnynpTe CTOMHOCTH Ha HeANTOCHOPHHHTE 33 Enterobacterales YCTAHOBABAT BCHYKH
KIMHHYHO 3HAYMMH MEXaHH3MH Ha pe3ucTeHTHOCT (BKmounTeaHo ESBL 1 nmasmun-
meariapada AmpC). Hakou HzonarTH, KOUTO npoxyLupar dera-nakraMasH, ¢a YyBCTBUTCIHH
KBM 3-TO B 4-TO TIOKOJIeHHE LicalOCTIOPHHEHM O Te3HM FpaHMYHH CTOHHOCTH M TpAOBA J1a ce
¢hOOIIABAT KATO M3CAEBaHH, T.€ HATMYUETO WiH JHIcaTa Ha ESBL camu mo cebe cu He
MOBJIHABAT KATErOPH3IUPAHETO MO YYBCTBHTEIHOCT. OTKPHBAHETO H KATETOPH3HPAHETO HA
ESBL e npenopb4uTe/IHO 3a LENMTe Ha OOIECTBEHOTO 30paBe H KOHTPOA Ha HH(EKIMHTE.
2Camo Heycnoxuend nHdekuud Ha mukounute merria (UTT), E. coli, Klebsiella spp. (c
H3Kmodenne Ha K. gerogenes), Raoultella spp. u P. mirabilis.

3 YyBCTBHTEIHOCTTA HA CTAQHIOKOKHTE KbM LE(ATOCNOPUHH CE H3BEX/IA OT

116 OKCHTHHOBATA YYBCTBUTENHOCT, ¢ H3KMIOUEHNE Ha LeGUKCHM, NedTa3HIHM,
uedrazuaHM-apudakTaM, nepTHOYTEH H LedTON03aH-Ta300aKTaM, KOHTO HAMAT rPaHUYHH
CTOMHOCTH M He TpAOBA Ja ce MPHIIArarT 3a JieueHHe Ha cTa(puIokoKkoBH HHpeKuuH. 3a
CpeACTEa, TIPHJIaraHH NIEPOPaNTHO, TPAOBa Aa ce NoNaraT rprxH 3a NOCTHraHe Ha A0CTaThYHA
eKCIO3HIMA Ha MACTOTO HA MHPEKIHATA. AKO HMa ChoOLIeHH 3a Le(OTAKCHM H

e TPHAKCOH 33 YYBCTBUTEIHN KbM METHIIWIHH CTadUIOKOKH, Te TPAOBa Aa Ce JOKIauBaT
kato ,,dyBcTBHTENIHH, NoBMileHa excriosuuEa® (I). HakoM METHLIUTHH - PE3HCTEHTHH S.
aureus ca YyYBCTBUTEIHH KBM LEPTApOHH H LiedTOOHIpOI.

4 UyRcTBMTENHOCTTA HA CTPENTOKOKH OT rpynu A, B, C u G ksM nedaiocnopury ce H3Bexia
OT YYBCTBHTENHOCTTA KbM OCH3HINCHHLIUTHH.

S = 9yBCTBHTENCH, CTAHAAPTHA CXEMA HA JO3MpaHe; 1= UYyBCTBHTEIICH, IOBHILICHA EKCTIO3H
R = pe3ucTeHTeH

MuKpOOGHONOrHYHA YYBCTBHTETHOCT

PaznpocTpaHeHHeTo Ha npuaocOHTaTa pe3UCTEHTHOCT MOJXKE ia BapHpa B pa3fnH4H RCKH: > H
ofnacTu H ¢ BpeMeTo 3a H30paHu BHLOBE, H 3aTOBa & HEO0X0MMa MECTHA Hchopmauha 3 - ‘3 Vi

‘\\j?‘l _?'--\\ ‘;b“ /
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PE3HCTEHTHOCTTA, 0COOCHO NpH JIcUeHHe Ha Texxku HHdekrmn. [Tpu HeoOxoauMocT, TpAdBa z1a ce
TBPCHU CHBET OT CIEIHAIMCTH, KOraTo JIOKA/THATA YeCTOTa HAa PE3UCTEHTHOCT € TaKapa, 4e MocTaBs Mo
BBIIPOC IIPHIOKHMOCTTA Ha IeQYPOKCHM aKCETH IIOHE TIPH HAKOH THIIOBE HH(EKLIHH.

Hedypokcum 00KualiHO ¢ AKTUBEH CPEIy CIIEAHHTS MUKPOOPTAHU3MH in VIlro:

MuKPOOPraHH3MH, KOHTO 00HKHOBEHO CA YYBCTBHTEJINH

[ paM-no0kuTeIHH aepodn:

Staphylococcus aureus (METUITWIMH-UYYBCTBHTEIICH)*

Coagulase negative staphylococcus (MeTHIMIUH-TYBCTBHTEIICH)
Streptococcus pyogenes

Streptococcus agalactiae

I paM-OTpULIATENHHU a¢pOOH:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

CnupoxeTH:
Borrelia burgdorferi

MuKpoopranusMH, NpH KOHTO NPHJIOOATATA PE3HCTEHTHOCT MOXKe Aa € MpodJieM

["paM-NoNOKUTETHH acpobu:
Streptococcus pneumoniae

['paM-OTpHLIATENIHH aepodH:;
Citrobacter freundii

Klebsiella aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (apyru ocBer P. vuigaris)
Providencia spp.

[ paM-TIOAKUTETHA aHaepoOu:
Peptostreptococcus spp.
Propionibacterium spp.

['paM-OTpHUIIATEIHHA aHAEPOOHU:
Fusobacterium spp.

Bacteroides spp.

Hacaeacreeno PEIHCTEHTHHR MHKPOOPIrandiIMH

[ paM-NIOIQKHTETHH aepodH:
Enterococcus faecalis
Enterococcus faecium

[ paM-OTpULIATETHH aepodu:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

| pamM-OTpHIIaTEIHU aHaepoOH:
Bacteroides fragilis

Apyry:
Chlamydia spp.

Mycoplasma spp.
Legionella spp.

¥ BcHYKH METMIUIMH-PE3UCTCHTHM S. aureus ca pe3MCTeHTHH Ha 1ePypPOKCHM, (
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5.2 <PDapmMakoKHHETHYMHH CBOHCTBA

AbcopOuus

Cre mepopateH mpHeM 1edypOKCHM akceTHI ce abcopOHpa B racTPOHHTECTHHATHHA TPAKT H OBP30
ce XHPOJIM3HPA B YPEBHATA MYKO3a M KPBBTA, KATO MO TO3H Ha4UH LIEQYPOKCHUM MOCTHIIBA B
KpbBooOpamenunero. OnTuManHa abcopOUHA ce MOCTHra NPH NPHEM BEIIHAra Cjiell XpaHeHe.,

Crel MpHIOXeHHe Ha e yPOKCHM aKCeTH TabneTKy NMKOBH CEpYMHH KOHIeHpatmu (2,1 meg/ml 3a
nosa ot 125 mg, 4,1 meg/ml 3a m03a ot 250 mg, 7,0 mcg/ml 3a noza ot 500 mg 1 13,6 meg/ml 3a no3a
ot 1 000 mg), ce goctrrar npHOIU3ATENHO 2 10 3 Yaca Ciie/ NPHIIOKCHHE, KOraTo ce [IPHEMa C XpaHa.
CreneHra Ha abcopObumsa Ha uedypoKCUM, NPUET KaTo CYyCIEH3HA, € 10-HUCKA, B CPABHEHHE ¢
TaGIEeTKHTE, KATO TOBA BOAH A0 MO-0aBHO JOCTUraHe M MO-HUCKH CTOHHOCTH Ha NMUKOBH CEPYyMHH
KOHLIGHTPAallM¥ ¥ HaMaJ€Ha CHCTEMHEA OHOHATHYHOCT (o-HUCKH ¢ 4 g0 17 %). Lledypokcum akceTn1
epopaIHa CyCIIEH3MA M 1e(dYPOKCUM aKCETIIT TabIeTKH He ca OHOCKBHBANICHTHHU NPH H3CIICABAHNA
[IPH 31PaBH BB3PACTHY U CIISAOBATENTHO HE ca B3aHMO3aMEeHsAeMH Ha 0a3a MHJIHIpaM 3a MUJTHIPaM
(Bxk. Touka 4.2). PapMakoKHHETHKATa Ha Le(yPOKCHM € JIMHeiHa FpH TiepopaitHk 103 oT 125 fio

1 000 mg. He e HabnrogaBaHo HaTpyINBaHE Ha HE(YPOKCHUM ClIel NMPONB/DKHTENCH HPUEM Ha
nepopaliiy o34 ot 250 go 500 mg.

PasnpeneneHue

B 3aBHCHMOCT OT METO/Ia HA H3CJI¢/IBaHe €€ YCTAHOBABA CBHP3BaHe C IUIa3MCHUTE TPOTCHHA MEXKIY
33 1 50 %. Cnen npusioxeHne Ha eHOKpaTHA 1032 uedypokcum akcetrn 500 mg tabneTka npu

12 3ppaBu [o6poBOILM, MPUBHAHKA o0eM Ha pasnpenenenue e Sun 50 1 (CV % =28 %).
KoHueHtpalyu Ha UuedypOKCHM HaZl MMHAMAIHHTE HHXHOMTOPHH HHBA 33 YECTO CPCUIAHHTE
[IATOr€HH MOTAT Ja C€ MOCTUTHAT B CIMBUIHTE, CUHYCcUTE, OPOHXHATHATA JIMTABHIIA, KOCTHUTE,
IUIEBPAJIHATA TEYHOCT, CTABHATA TEYHOCT, CHHOBHAIHATA TEYHOCT, HHTEPCTULIHATHUTE TCHHOCTH,
YTBYKATA, XpayKHTE H BHTPeouHaTa TeuHocT. LlepypokcHM npeMHHABa KPBBHO-MO3buHATa Hapuepa
NpH Bb3AJIEHUE HA MEHUHTHTE.

buorpancdopMaumd

[edypokcuM He ce MeTaboaH3Upa.

EnumuHupane

CepyMHHAT NIOMYKHBOT € MExXJTy 1 1 1,5 vaca. LlepypoxkcuM ce ekCcKpeTHpa upe3 rimoMepyJiHa
dhHITpauKa K TyOy/Ha cekpelma. buOpeunnsT KIHpBHC € B rpaduuy oT 125 no 148 ml/min/1,73 m?,

CreldanHy MOMyZaluH NAUNEHTH

lon

He ca HaGmonaBaHH pa3iHKH BbB (apMaKOKHHETHKATA HA HEQYPOKCHM MEXIY MBXE H XKCHU.
Cmapuecka ev3pacm

He ca HeoOX0aMMK CHIELMAIHM NPeANia3Hd MEPKH NP NALHEHTH B CTapyecKka Bb3pacT ¢ HOpMalliHa
6B6peuna PpyHKLHS TIpH 1034 A0 ofHuYaiHaTa MaKCHMaTHa J03a oT 1 g aHeBHo. IlaineHTHTe B

CTAPUECKA BBE3PACT € NI0-BEPOSTHO Ja UMAT HamasieHa ObOpedHa (yHKIMA K 3aTOBA TIPH T
Tpsa6Ba Aa c€ KOPHrHpa B 3aBUCUMOCT OT OBOpeunara ¢pyHKIHA (BXK. TouKa 4.2).
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IHeouampuurna nonyaayus

I[Ipu xppMaveTa Ha BB3pacT > 3 Mecela M NpH Jeua GapMakOKHHETHKATa Ha HedypOKCHM € CXOJIHA C
Ta3H, HAOMOAABAHA NIPH BB3PACTHH.

HsaMa Hanu9HM JaHHH OT KITHHHYHH H3MHTBAHKA 33 [IPWIOKEHNE Ha e ypOKCHM aKCEeTHN MpH Jielia
Ha BB3pAcT MoA 3 Mecela.

Bvbpeuno yspeacoane

BesonacHOCTTa M €MKACHOCTTA Ha LieyPOKCHM aKCETHI1 TIPH NAlUMEHTH ¢ Op0peuHa HEJOCTATBYHOCT
He ¢a YCTAHOBEHH.

[ledypokcum ce excpeTupa OCHORHO upe3 ObOpeuyre. Ilopagu ToBa, KAKTO IPH BCHYKH TAKHBA
AHTHOHOTHIM, TTPH TIALHEHTH ChC 3HAYUTEIHO HapyleHa 6pOpeuHa pyHKUMA (T.€. KpCATHHHHOB
KnMpbHC < 30 ml/MHHYT2) ce TpernopbyBa A034Ta Ha LePyPOKCHM Ja ce HaMaJiH, 3a Ja C€
xoMIeHcHpa 3abaBeHaTa ekckperms (Bx. Touka 4.2). [ledpypokcum ce enMMuUHMpa eEKTHBHO Ype3
AUAMH3A.

YeprnoOpobro yspexcoane

HsiMa HAJTHMHH JaHHM 3a NALMEHTH ¢ YePHOAPOOHO yBpexkaaHe. Tri KaTo LegypOKCHM Ce
eNTMMMHHPA [JIABHO upe3 ObOpeuMTe, He Ce OUAKBa HAJIMYMETO Ha YSPHOAPOOHa uc(pyHKIHA 1a HMa
edeKT BEpXy (PapMAKOKHHETHKATA Ha HePYDPOKCHM.

Bpu3ka thapmaxoxurnemuxa/papmarodunamura

3a nedasocoOpHHNHTE € YCTAHOBEHO, Y€ Hal-BayKHUAT (apMaKOKMHETHYEH/ PapMakoJHHAMHYCH
MHJIEKC, KopeaHpall ¢ epHKacHOCTTA in vivo, € Ta3H 4acT OT A030BHs uHTepsain (% T), korato
KOHLIEHTPalHATA Ha CBODOJHOTO BEMIECTBO OCTaBa Haj MHHHMATHATA HHXHOHpallla KOHLCHTpalHa
(MIC) Ha nedypokxcum 3a orgesHuTe TapreTHy Buaose (T.e. % T > MIC).

5.3 IlpeaxiHHHYHH JAaHHH 32 0e30nacHOCT

HexMHMYHHTE JAHHH He MOKA3BaT 0cO0eH pHCK 3a Xopa Ha 6a3aTa Ha (apMaKoJIOrHUHH NPOYYBAHHA
3a 6€30MaCHOCT, MPOYYBAHHA 33 TOKCHYHOCT [MPYA MHOTOKPATHO NPUIATaHe, T€HOTOKCHYHOCT,
PENPOMYKTHBHA TOKCHUHOCT H TOKCHUYHOCT 33 pa3BuTHeTO. He ¢a npoBexkaaHmn npoyysaHud 3a
KAPIIMHOr¢HHOCT. BBIpexu ToRa, HAMa JaHHHU, KOUTO Ja MPEANoaraT KapiHHOTCHEH MOTCHIHAL.

['ama [JTyTaMiN TPaHCICNTHAA3HATA AKTHBHOCT B YPHHATA Ha TUTHXOBE c€ HHXHOMpaA OT pa3IHIHH
nedanocriopuHy, 06ade HHBOTO Ha HHXHOHpaHE ¢ HePYPOKCHM € NMO-HUCKO. Topa MOXe 1a € OT
3HAYCHHE 3a MOBJIHABAHE Ha KIIMHHYHHTE NabOpaTOPHU TECTOBE IPH XOpa.

6. PAPMAIIEBTHYHH JAHHH

6.1 ChnHcbk HA DOMOIIHHTE BellecTBA

3unat 125 mg/5 ml rpaHynu 3a nepopaiHa CycneH3ug

Acnapram (E951)

KcanraHnosa ryma

Anecyndam kanuid (E950)

[IoruaoH K30

CreapHHOBa KMCEIHHA

3axaposa

Bkyc Ha rwofose ,, [ yTi OpyTu” (cpappka npominedrinukon (E1520) u 6ensuiion
[IpeuncTeHa oA
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3unaT 250 mg/S ml Y 32 [1IepPOpATHE CYCOEH3US
Acnapram (E951)

KcanTaHoBa ryma

AuecyindaM kanui (E950)

Ilosunon K30

CTeapHHOBA KHCE/IMHA

3axapo3sa

Bkyc Ha mogose ,, Tyru Opytu* (6enzunos ankoxon (E1519))
IIpeurcrena Boaa

6.2 HecnLBMeCTHMOCTH

[1o Bpeme Ha nedeHUE ¢ UedanoCOPHHH ¢¢ CHOOIIABA 3a MOIoKHTeNIeH TecT Ha Coombs — ToBa
ABJICHHE MOXKE [1a IIOBJIMSAE HA KPBbCTOCAHATA Npoda 3a ChbBMECTHMOCT TIPH KPBBOIIPEIUBaHE.

6.3 Cpox ma rognocrt

CPOKBT Ha MOJHOCT Ha 3UHAT MPAHYJIH 32 epopaliHa CYCIIeH3Us, IPeIH NPUTrOTBAHE Ha CYCNICH3HATA,
€ 24 Mecela o AaTaTa Ha MPOU3BOJICTRO.

lipu chbxpaneHse B XnaauiHuk Mexay 2°C u 8°C, npuroTeeHata rnepopajHa CyCEH3HA MOXe 12 €€
cuXpaHaga 210 10 gHu.

6.4 Cuenuannm ycI10BAsS HA CbXpaHeHHE

Ha He ce cexpanasa Hana 30°C.

3a YC/IOBHMATA HA CEXPAaHCHHE CJie] MPHUroTBAHE Ha 3HHAT MepopanHa CYCIMeH3Us, BHXKTE TOYKa 6.3.
6.5 Buan chabpxaHue HA ONDAKOBKATA

JHHAT TpaHyJIH 34 MepopaliyHa CYCIEH3HA C€ JOCTaBs KaTo CyXH, OelH 10 MOoYTH OeNu rpaHyni, ¢ BKyC
Ha [UT0JI0BE ,,TYTH-PpyTH". [1pH cnazsaHe Ha yKa3aHMATA 33 TIPHTOTBAHE C& OCHTYpABA CKBUBAJICHTA
Ha 125 mg wi 250 mg uedypokcuM (karo uedypoKCHM akceTn) Ha 5 ml cycneHzusl.

3MHAT rpaHyJIH 32 [IEPOpAIHA CYCHIEH3Us ce 10cTaBs B OyTHIKH OT KadaBo cTbiiio Tun I Ph. Eur., ¢
WHAYKIMOHHO TepMmo3arnedaTaHa MeMOpana, ceabpxkaniy 40 ml, 50 ml, 60 ml, 70 ml, 80 ml unu

100 ml ot 125 mg/S ml cycnensus, u 50 ml, 60 ml, 70 ml wau 100 ml or 250 mg/5 ml cycnenzus.

He BCHYKH BHAOBE OMAaKOBKHA MOrart Aa ObJaT mycHATH B ipoaakda.

6.6 CoenHajinu ApeaNa3nnE MEPKH NPH H3XBLPJAAHE H paboTa

Hewusnon3zganusr JICKAPCTBCH IIPOAYKT WIH OTNAAbBYHHUTC MATCPHAIIH OT HETO TPHGBH Ja €& H3IXBDbPJIAT
B CHBOTBCTCTBHC C MECTHHUTC H3UCKBAHHUM,

YkazaHHA 33 pa3TBapAHE H IPUTOKEHHE
byTunkata TpabBa ga ce pazwiaiga eHEprHYHO MIPEH Aa Ce IpHeME JIEKapCTBOTO.

IIpuroTeeHara CycreH3us TpaOBa ga ce cbXpaHssa B xaguinHuk npy 2°C - 8°C B pamkute Ha 10 ann.

Ipu xenanne, H3MepeHara 103a Ha 3UHAT CYCISH3Us 0T MHOT01030BM OYTUIKH MO /f\ giﬁﬂﬂ’?e’?m

J1a CE pa3pexaa B CTYJECHH ILUIOJOBH COKOBE WIH MJICYHH HANHTKY U TPSIOBa Aa ce Iy i
“'\. » ﬂ-: ) .hllv .

[¥] .r ! L.
Moang, BMaHTe NPEABHA, 1€ BPEMETO, He0OX0IHMO 32 IPHIOTBAHE HA 3UHAT CYCHE SEs dpeaun
NpHAIATraHe Ha THPBATA 1034, Il OTHEME NMoBeYe oT eAnn uac. Tosa BKII0YBA BP eM 24 ¥ : Ly AT

:,!:!:HHBHHE Ha CYCMEHIHATA B XJIAAHJIHHKA.
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1.  Pasknarere 6yTuiKaTa, 3a 1a ce pa3MecH ChIbp)KaHHeTo. Beuuku rpanynu B OyTHiikaTa TpsOBa
aa ce naBwxat cBoboaHo. CBanere kanmauykara ot OyTUIKaTa 1 OTCTpaHeTe TepMo3arneyaraHaTa
memOpana. [Ipu yBpeneHa wiu Junceaiia MeMOpaHa npoaAyKThT TpAOBa J1a ce BbpPHE Ha
¢papmarieBTa.

2. [TpubaBeTe LAI0TO KOJUYECTBO CTY/IeHA BOJa B OyTHIKATa, KAKTO € yKa3aHO Ha €TUKEeTa WM
npubaBeTe LATOTO KOJMYECTBO CTYAEHA BOJIa, H3MEPEHO 10 JIMHUATA, MOKa3Bala odema Ha
MpeaocTaBEeHaTa MEPHTETHA Yallka (ako ornakoBkaTa € cHab/ieHa ¢ TakaBa). AKo Bojara € Ouna
NpeaBapUTENHO NpeBapeHa, TpAOBa J1a Ce OCTABM Ja C€ OXJIaJM JI0 CTaiiHa TeMMepaTypa rnpeau
na ce Hanee B OyTunkara/yamkarta. He cMecBaiiTe 3uHaT rpaHyJiy 3a nepopajiHa CyCrnieH3us ¢
ropeLly WIM TOIUTH Te4HOCTH. TpsaOBa Ja ce u3rnosi3Ba CTyA€Ha BOJa, 3a Ja Ce NpeaoTBpaTH
MPEeKaJeHOTO CI'bCTABAHE HA CYCNEH3UATA.

3.  Cnoxere LAIOTO KOJIMYECTBO CTy/IeHa Bojia B OyTuikara. 3aTBopeTe OyTH/IKATa C Kanaykara.
Ocrasetre OyTUJIKaTa a MOCTOH, 3a J1a MOXKE BOJaTa Hallb/IHO J1a IPOHUKHE B IPaHyJIMTE, KaTo
TOBA 1II€ OTHEME OKOJIO €JHAa MHHYTA.

4.  O6GbpHeTe OyTWIIKATa ¢ KanaykaTa HaJ0.1y U paskiarere Jo0pe (Hai-Manko 3a 15 cekyHIH),
JOKATO BCHYKH I'PaHYJIH ce€ CMECAT C BOzaTa.

5. O6bpHeTe OyTHIIKAaTa B HOPMAJTHO M3MPABEHO MOJOKEHHE M paskiaTeTe 100pe Hai-MalKo 3a
eqHa MMUHYTA, JI0KaTO BCHYKH IPaHYJIH Ce Pa3TBOPAT BbB BOJATA.

Beauara ciief1 NpUroTBsHE ChXpaHsABaiTe 3MHAT CYCMEH3Hs B XJIaAWIHUKa NpU Temrneparypa 2-8°C
(He 5 3amMpa3faBaiTe) M A OCTaBETE Ja MPECTOM HAM-MaJIKO €IUH Yac NMpeau Ja rpueMeTe nmbpBara 103a.
[TpurorBeHara cycneHs3us TpaOBa aa ce ChbXpaHsaBa B XJIAJHIHHK MPE3 LJIOTO BpEMe; KOrarTo ce
ChXpaHsABa B XJIaJWJIHUK npH 2-8°C, npuroTBeHaTa CycCcrieH3us MOXe Jia ce CbXpaHiBa B pAMKHTE Ha
10 gH#.

I{HaH

7. INIPUTEXATEJI HA PAZPEHIEHUETO 3A YIIOTPEBA

Sandoz d.d., VerovSkova 57,
1000 Ljubljana,
CnoBeHus
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8. HOMEP(A) HA PAZPEINIEHHUETO 3A YIIOTPEBA

3unar 125 mg/5 ml rpaHynn 3a nepopanna cycnensus - Ne 20020076
3unar 250 mg/5 ml rpanynu 3a nepopanHa cycnenzus - Ne 2006023 1

9. JTATA HA IThPBO PAZPEITIABAHE/TIOTHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

3unar 125 mg/5 ml rpaHynH 3a nepopaiHa CyCneH3Hs

Jarta Ha mepBO pa3pewasane: 05 okromBpH 1993 r.

Jarta Ha nocneqHo nmogHoBsBaHe: 15 centemepu 2010 r.

3unar 250 mg/5 ml rpaHyiu 3a nepopajiHa CyCHeH3IUs

Jlata Ha mppPBO paspemiaBane: 23 mait 2006 r.

JaTa Ha nociie1Ho nogHoBseaHe: 15 cenreMepu 2010 .

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

07/2023
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