KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHUA ITPOAYKT

U3NMLAHWTENHA ATEHUWA NO TEKAPCTBATA

[Tapatieramon Kabu 10 mg/ml nHdy3uoHeH pa3TBop Kpamna xspaxmepucmuxa Ha npogyxma - [ lpuacmerue 1
Paracetamol Kabi 10 mg/ml solution for infusion

2. KAYECTBEH H KOJUYECTBEH ChCTAB _ , 07-10- N0

1 ml coappxa 10 mg napaueraMon (paracetamol).

Enna amnyna ot 10 ml ceaspxka 100 mg napaueramon.

Enun dnaxon unu cak ot 50 ml ceawspxa 500 mg napaueramon.
Eann dnaxon unu cak ot 100 mi cbabpxa 1 000 mg napauetamo.

3a MBIHKHA CITUCHK HA MOMOUIHHTE BEILECTRA BHXTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
Hndy3uoHeH pasTBOp

BHCTEp Y NIEKO XBATCHUKAB pa3TBOP.
PazTeopeT € u3oocMotHyeH ¢ pH Mexay 5,0 u 7,0.

4. KJHAHHUYHHA JAHHH
4.1 TepaneBTHUYHH NOKA3AHKA

[lapauetramon Kabu e mokazaH 3a:

. KPaTKOCPOYHO JieHeHHe Ha yMepeHa 6oika, oco0eHO Cliel XUpypPru4Ha HHTEPBEHLIUA,
. KPaTKOCPOUYHO JIEYEHHE HA TPECKa,

KOraTo HHTPABEHO3ZHUAT BT Ha IIPHITOXKCEHNC € KTUWHHYHO ONpaBadaH OT CIICLLIHA He0OXOANMOCT 3a NNeYeHHUe
Ha DOJIKa uiu XHIICPTEPMHUA H/UJIM KOFaTo APYIUTE MMbTHINA HA TPHIOXKCHHE HC Ca Bb3MOXKHHA.

4.2 J103npoBKa H HAYHH HA NPHIOKEHHE
HMHuTpaBeHO3HO NMPUITOXKEHHUE.
®nakonbT ¥M cakbT oT 100 ml e npeaHa3navueH 3a Bb3pacTHH, KOHOWY U Aena ¢ Terno Hana 33 kg.

Amnynata ot 10 ml u $naxoHsT MK caksbT OT 50 ml ca npeaHa3Ha4eHH 3a JOHOCEHH HOBOPOAEHH,
KbpMaueTa, MajJKi Jela 4 Aeua ¢ Terao 10 33 kg.

JIO3UpOBKA:




Terno Ha Jdo3a na npuem Obem 32 MaxcumaJjen obeM | Makcumansa
HaALNEHTA npuaoxenme | Ha Ilapaneramon AHEBHA 103a™*
Ka6u 10 mg/ml
HH(pYyIHOHEH
pa3TBOp 34
NpUJaraHe Bb3
OCHOBA HA FOPHATA
rpaHHLA HA
TerJ10To B rpynarta
(mI)**
<10 kg* 7,5 mg/kg 0,75 ml/kg 7,5 ml 30 mg/kg
>10kgno <33 kg | 15 mg/kg 1,5 ml/kg 49,5 ml 60 mg/kg 6e3 na
HajgBuliaBaT 2 g
>33 kgno<50kg { 15 mg/kg 1,5 ml/kg 75 ml 60 mg/kg 6e3 na
HAABKILIABAT 3 g
>S50 kg c 1 g 100 ml 100 mi 3g
AONMBJIHKTECJIHA
PHCKOBH
(¢paxTOpH 32
XenaToToK-
CHYHOCT
> 50 kg 6e3 lg 100 mi 100 ml 4 g
OONMbJIHHTEJIHH
PHCKOBH
¢paxTopu 3a
XeNnaToTOoK-
CHYHOCT

* HemoHoceHH HopopoaenH: Hama HanuuyHi AaHHy 3a 6e30nacHOCT U e(pUKACHOCT MTPH HEAOHOCEHH

HOBOPOJICHHM (BHXK. TOYKA J.2).

** MakcuMaaHa JHeBHA Jo3a: MakcuManuaTta nHeBHa 4034, KakTo € [peacTaBeHa B Tabnuuara no-rope,

ce OTHAacs 3a NMaLMEHTH, KOUTO HE ca NPHEMANHU ApPYry MPOAYKTH, ChbABbpHallM napaueTaMon 1 Tpsdsa na

ObAe KOpUripaHa, B3eMaky B NPEBUI U THX.

*** [IanHeHTHTE ¢ NO-HHCKO TErJIO e ce HYKAAAT OT MO-MAaJIKH obeMHu.

- MRHHMAJHRHAT HHTEPBAJ MEXKIY BCAKO NpHJIOKeHHe TpAOBA Aa Obae He 1mo-MaKo oT 4 yaca npH
NalHeHTH ¢ HopmaJaHa 0nL0peuHa QyHKIMA (KpeaTHHHHOB KIHpPBLHC > 50 ml/min).

- MHHIMAJTHHAT HHTEPBAJ MEXKAY BCAKO NMPHIOKEHHE IIPH NANHERTH ¢ TeXXKa 0b0peuna
HENOCTATBYHOCT (KpeaTHHUHOB KAUPBLHC 10-50 ml/min) Tpadea aa 6bae He mo-mMaako ot 6 yaca.

- MEHHMAJTHHAT HHTEPBAJ MEXKAY BCAKO MPHJIOKEHHE IIPH NalMeHTH H3HCKBAllH XeMOAHaTH3a
(kpeaTHHHHOB KJIHPBHHC < 10 ml/min) TpsGBa na 6bae He no-manko ot 8 yaca.

- MakcuManHATA AHEBHA 7034 He TPAOBA aa npeBuuiaBa 3 g (BHK Touka 4.4) NpH BLIPACTHH
NALHEHTH ¢ XPOHHYHO WY KOMNIEHCHPAHO AKTHBHO YepHROAPOOHO 3200/ IABaHE, XeNATOL LY/ 1apHA
HeJOCTATHYHOCT, XPOHHYEH AJKOXO/JH3IbLM, XPOHHYHO HEAOXPAHBaAHE (HHCKH 3AaII4CH OT
yepHoApoOeH IJIYTATHOH), AeXHApaTanust, CHHIApoM Ha Meulengracht Gilbert, ¢ Terno

- B pamkure na 24 yaca He TpsabBa na ce naBar noseve or 4 J103H.
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Ha4ynWH HA NpHIOKECHHE:

BbnieTe BHUMATEJIHY KOraTo npeanuceare win npunarate [lapaueramon Kabu 10 mg/ml undysnonex
pasTBoOp, 3@ Aa W30erHeTe rPeilKH MpH JO3UPAHETO Nopaan 0ObPKBAHE MEXIY MUIUTPaM (Mg) U
MHIHIATLDP (i), KoeTo MOXe ha foBeae 0 clydyalHo npenosvpaHe U cMbpT. OObpHETE BHUMAaHKE, 3a 1a
OCUTYpHTE MPeANnHCBaHE U OTNYCKAHE Ha NpaBUliHaTa f03a. [Ipy H3nKucBaHe Ha pelenTara, BKIoYeTe
KakTo obliaTa 103a B ng, Taka U oO1usa obeM B ml. O6bpHeTe BHUMaHUE, 3a Ja rapaHTHpAaTe
PAaBHIHOTO H3MEPBAHE M MPHUIOKEHHE HA NO3ATA.

Camo 3a CAHOKpPAaTHA ynmpeﬁa. Heusnons3panunatr Pa3TBOp TpﬂﬁBa Aa CC U3XBBPJIH.

[Ipenu npunoxeHue, NpoAYKTHT TPpAOBA Jia ce NpoBepd BU3YaJlHO 3a HaJWYKMe HA YaCTULH W MPOMAHA Ha
1IBETA.

Pa3TBOpLT Ha napaneTamon ¢e NMpuara kato 15-MUHyTHa HHTpaBeHO3Ha HHY3HU4.

[Tpy nauyeHTy ¢ Terno < 10 kg:

. CTbkneHaTa amnyna, ¢pnakoH und cak [lapaueramon Kabu 10 mg/ml undry3asoHeH pasTBop He
TpAOBa 1a BUCH Ha CTAaTUB KAaTO 00MYalHa HHPY3UA [1Opaan Mankus 00eM Ha NEKAPCTBEHUS
MPOAYKT, KOMTO Ce npuara [py Ta3u NOnynaLms.

. Ob6eMbT, KOHTO TpabBa Aa ce MpunoxkH, TpsOBaA Ja ce UITEr/IY OT aMIlyslaTa, pJlakoHa UIIM cakKa U Ja
ce pa3speay B 0,9% pa3TBOp Ha HATpHMEB XJ0pHI HIH 3% pa3TBOp Ha rioko3a o 1:10 (equn obem
[Tapauetamon Kabu 10 mg/ml undyznorneH pasrsop B AeBeT o0eMa pazpeIuTeN) U 1a C€ NPHJIOKHU
B MPOABJDKEHHE HA 15 MUHYTH.

o Tpabea na ce usnon3ea 5 uny 10 ml cnpuHLOBKA 33 U3MEPBAHE HA 103aTa, ROAXOAALIA 33 TETNOTO
Ha JeTeTo U xenanusa obem. Bee nak, T8 Hukora He TpsOBa na HaaBHmaea 7,5 ml Ha poza.

. [Torpebutenst Tpadea Ja ce oOpbLa KbM NMPOAYKTOBATA HHPOPMALIUA OTHOCHO HACOKHUTE 32
A03HpaHe.

3a paspexnane Ha [Mapaueramon Kabu 10 mg/ml nHdy3noHeH pa3TBOp BHXKTE TO4KA 6.6.

4.3 IIpornsonoka3zanus

. CBpBbXUYYBCTBUTEIHOCT KbM AKTHBHOTO BEiLIECTBO, IPONAaLETaMOoN XHAPOXNOpHA (IPEKYpCop Ha
napaneTaMoJ) Wik KbM HSIKOE OT NOMOLLIHUTE BelllecTBa
. Texka xenaTouenynapHa HeaoctarbuHOCT (Child-Pugh > 9)

4.4 CpoenHanHu npeaynpexxgeHHs H NpeAna3Hu MEPKH NPH ynoTpeOda

IlpeaynpexneHus

PUCK OT JJEKAPCTBEHHW I'PELUKH

braere BHUMATENHH, 32 a U3OErHETE MPELUKH NMPH JO3UPAHETO Nopaiu 00BpPKBaHEe MEXKIY MHIUTpaM (mg)
U MUIHAKTBP (M), KOETO MOXKe f1a oBefie A0 Cly4yaiiHo Npefo3npaHe H CMBPT (BUX TOUKa 4.2).

HpﬁﬂDp’b‘IBﬂ CC Ja CC HU3NOJN3Ba NNOoAXOAA aHAJITICTHK 3a [ICPOpAJIHO ICUCHHEC, BCAHAra
NMPUIOKEHHC CTAHC Bb3MOXKCH,




3a na ce u3derye pUCKa OT NPEA0O3HPAHE, NTPOBEPETE AAJIH HAMa IIPHEM HA APYTH JICKAPCTBCHH IMPOAYKTH,
KOHUTO CBARPXKAT NapaueTtaMol UtH NponaueTaMott XU ApoxXJIOpua.

Jlo31 MO-BHCOKH OT [PENOPBUBAHUTE, BOAAT A0 PUCK OT MHOIO TEXKQ YBPEXKAaHEe Ha YepHHUd Apod.
KJAHHAYHHUTE NPH3HALHY H CUMITTOMHU Ha 4ePHOAPOOHO YBpeXaAaHe (BKIOUYUTENHO PyIMHHAHTEH XENaTHUT,
yepHOApoOHA HEJOCTATLYHOCT, XONECTATHYEH XENATHT, UHTONHTHYEH XEMaTHT), OOUKHOBEHO HE C¢e
HabnonaBaT 10 ABa HH, HO U HE MO-KbCHO OT 4-6 AHH OT NpUIIOkeHHeTo. Jleuenre ¢ aHTHAOT TpsbBa Aa

Ce MPHJIOKH Bb3MOXKHO Hall-Obp30 (BUXK Touka 4.9).

[TapaueTamon MOXe 1a MPUUHHK CEPHO3HN KOXKHY peakuud. [TauuenTurte Tpabea ga Ovaat
HHGOPMHPAHH 3a paHHHTE NPH3HALM Ha CEPHO3HH KOXHHU peakUu sy H yrioTpebara Ha JiekapcTBOTO Aa
Oble MpeyCTaHOBEHA OllIe NMPH NbPRa NPOABA HA KO)KEH OOPUB HIIM APYT MPU3HAK HA
CBPBXYYBCTBHTENIHOCT.

Cro6lLeHH ca cayyan Ha MeTaboNIHTHa aunao3a ¢ roisMa anuoHHa npasiiHa (HAGMA), aemxawa ce Ha
MHPOTJYTAMHHOBA allj03a MpU NALUKESHTH C TEXKKO 3a00AABaHE KATO TEXKO OBOPEYHO YBpEXKAAHE U
CETNCHUC, HIIM HENOXPAHBAHE HIIH C APYTH U3TOYHKHUH HA NePHMLUMT HA FIYTATHOH (Hanp. XpOHHYEH
AJIKOXOJIH3bM), KOUTO €4 NIeKYBaHH B TEpancBRTHYHA 032 34 NPOLAbJIKUTEIEH NEPUOA HITH KOMOMHALMUSA OT
napaueTamMon U QayKIoKCalHnrH.

Ako ce nogo3upa HAGMA nopanu nuporayraMyMHOBA allu03a, NpenopbuBa ce He3aDaBHO NpeKpaTABaHe
Ha NapaleTaMosl H BHUMaTeNHo HabnmoneHue. MamepBaHeTo Ha 5-OKCOMpPONKH B ypHHATa MOxe aa 6nae
NOJIE3HO 32 UACHTH(HUKHPAHE HA IUPONTYTaMHHOBA allM103a KaTo OCHOBHA NpUuHHa 3a HAGMA npu
NALUEHTH C MHOXECTBO PHCKOBH (PaKTopH.

AKo payxnokcanMnuH NpoALIKY Aa C€ NIPHEMa Clie]] CIHPAHE Ha apaueTaMos, € NPenopbLYKTENHO ia ce
rapaHTHpa, uye HaAMa nposasd ka HAGMA, Tbil KaTo ChIUECTBYBA Bb3MOXHOCT QNyKIOKCALUIUH Ja
NoAAbPKA KIMHHYHA KapTHha Ha HAGMA (Bx. To4ka 4.5).

KakTo npu Bcuukd HH(GY3NOHHH Pa3TBOPU BbB (PlaKOHH HITK CAKOBE, € HEOOX0AMMO BHUMATENHO
HabntoaeHne, ocobeHo B Kpas Ha HHPY3KATA, 32 Ja ¢ uiberHe Bb3AyLIHa eMOoHS (BXK. TOUKA 6.6).

[TapaueTamMon TpaOBa ja ce npuJara ¢ ocobeHo BHUMaHHE NpU CeJHHTE 0OCTOATENCTBA:

AbGHopMHa yepHoapoOHa QyHKUMA U xenaTouenyaapHa HeaocTaTb4yHocT (Child-Pugh <9)
XenatoOnnHapHnA HapylICHUS

CunipoM Ha Mposiedrpaxt I'unbept (daMHUIHA HEXEMOJIHTUYHA K BITECHHLA)

Texka 6b6peyHa HEAOCTATBYHOCT (KpeaTHHHROB KIUPBHC < 30 ml/min), Bux Touku 4.2 u 5.2
XPOHHYHA 3/10YNI0Tpeda ¢ alkoxon

XPOHHYHO HeAOXpaHBaHE (HUCKH 3aMacH OT YepHOApOOECH Iy TaTHOH )

H3non3saHe HA TOTANHO napeHTepanio xpaheHe (TIIX)

Ynorpeba Ha ¢H3UMHHU HHEYKTODH

H3noJi3BaHe Ha XENATOTOKCHYHH areHTH

[Tpx nauuMeHTH, cTpafallll OT N’eHeTHYHO 00YCNOBEHA INICK030-6-QocdaT aexuaporeHasna (G-6-
PD) HegocTaTb4yHOCT (aBHIBLM ), HACTBIIBAHETO HA XEMOJIUTHYHA AHEMHUS € BE3MOXHO MOpaau
HaMaJICHHETO Ha MTYTATHOH CNeJl MPUIOKEHUETO Ha MapaleTaMon.

¢ Hexuaparauus

BiusHue BbpXy NabopaTOpHH TECTOBE




[TapaiteraMon MOXe J1a NOBJIMUsSE TECTOBETE 32 MUKOHHA KHCENWHA, H3NOA3BallM METOAa C (octo-
pondpaMoBa kHcenHHa (phosphotungstic acid) ¥ u3cneABaHUATA 34 KPBBHA 3axap, ¥3M0N3Bally METOAA C
rOKO30-0KCHAA3a-NEPOKCHIA3A.

4.5 BiaumoaeilicTBHE ¢ APYIH JEKADPCTBEHH NPOAYKTH H APYTrH (POPMH HA B3AHMOAEHCTBHE

. [Mpobeneuna NpUYRHABA NIOYTH ABYKPATHO HaMalfiBaHE Ha KNHPBHCA Ha MapaleTaMor KaTo
MHXHONPA KOHIOTHPAHETO MY C IIKOKYPOHOBA KHcenrHa. HamanseaHe Ha A03aTa Ha napaueraMor
TpaOBa a ce 0OMHUCIIH, aKo C/IeLBa Ja CE€ NpHara €AHOBPEMEHHO ¢ MPodEHELN.

. CanvuuiaMHi MOXe 1a YABDKHA BPEMETO HA NONYESIHMUHMPAHETO Ha MapaleTaMoll.

. MeTa0oMH3MBT Ha NapaleTaMon € HapylLleH Npy MalHeHTH, NPHEeMaLd eH3UM-HHIYLIMPalLH

JIEKAPCTBEHH NPOAYKTH KaTo pudamnuuuH, OapOUTypaty, TPULUHKNHYHH aHTHAENPECAHTH,
W30HHA3UK U HAKOH AHTUETMNENTHLIH (kapbamasenuH, GeHUTONH, peHobapbuTan, NpUMHIOH).

. HsonupaHy cboOWIEHHS ONKMCBAT HEOYAKBAHA X€NATOTOKCUYHOCT MPU NallUEHTH, NpUeMalLlu
ANKOXOJN UJIK €H3UM-UHAYLHPALLUHY JEKApCTBECHU MPOAYKTH (BHXK ToUKa 4.9).

° EnHOBpeMEHHOTO MIPUIIOKEHUE HA NMapaleTaMoll H XA0paM$peHHKON MOXE 1A YAbKH AEHCTBUETO
Ha XJopaM{eHHKona.

- ENHOBpEMEHHOTO NpUJIOKEHHE HA napateraMoa U AZT (3U10ByAHH) YBEARYABa CKNOHHOCTTA KbM
HEYTPOICHHUS.

. EnHOBpEMEHHOTO NMPUNIOKEHUE HA MAPALETAMOI U [IEPOPAIHH KOHTPALENTUBH MOXE Ja HaMallu
BPEMETO HA MONYEJIHMUHUPAHETO Ha MapaLieTaMoll.

o EanoBpemennata ynotpeba Ha napaueramon (4 g Ha A€H, B IPOAB/DKEHHE H2 MUHHMYM 4 JHH) ©

MnepopanHH aHTHKOAry/IaHTH MOXE Ja NOBEAE A0 cnabu npoMeHH B cToliHocTHTe Ha INR. B To3u
cny4ait, 3acuned koHTpoa Ha INR croliHocTuTe TpsadBa na ce npoBexia 1o BpeMe Ha
€AHOBPEMEHROTO M3MOJ/I3BAHE, KAKTO M 3a | CeAMHULA, CIEA NPEYCTaHOBABAHE HA JIEUEHHETO C
napaueTamon.

. TpsbBa na ce BHUMAaBa, KOTaTO NapaileTaMoN CE U3M03Ba EQHOBPEMEHHO € (y KJIOKCALMIHH, Thi
KaTO napajJeAHUAT NPUEM € CBbp3aH ¢ MeTaboNINTHA auua03a ¢ roJaMa aHHOHHA NTPa3sHUHa NOpaaH
NUPOITYTAMHHOBA allH[1032, 0COOEHO NMPH NaUKUEHTH ¢ pUCKOBH GakTOpH (BXK. TOUKA 4.4).

4.6 @epTHIHTET, OPEeMEHHOCT H KhpMEHe

bpEMEHHOCT:

KJIMHHYHHSAT OMHT NPH HHTPABEHO3HO MPUIOKEHAE HA NapaleTaMon € OrpaHn4eH. Bunpeku 1o8a, rojsm
Opoii naHHK OT ynorpebara Ha NEPOpalHU TEPANIEBTUYHH A03U HA NapaueTaMol Npy OpeMeHHH XEHN He
[I0Ka3BaT HATO MalpopMaTUBHA, HUTO (PeTO/HEOHAaTaIHa TOKCHYHOCT.

Pe3yntarvTe OT ENHAEMHOJIOTHYHHTE NPOYYBAHUSA BbPXY HEBPOIOTHYHOTO PA3BHTHE HA /€A ¢
EKCITO3HLKA Ha MapaleTaMon in utero ca HeyOeAUTEeNHU. AKO € HEOOXOAUMO OT KIMHUYHA IIEIHa TOUKa,
nmapaleTaMon MOXe Z1a Ce U3MMON3Ba MO BpeMe Ha OpeMeHHOCT, HO Tpa0Ba Ra ce H3Mnon3Ba Hal-HUCKaTa
e(PEKTHBHA 1032 3a Bb3MOXXHO HaH-KPaTKO BPEME U MPH BB3MOXKHO Hal-HHCKA YECTOTA.

KbpMeHe:

Cnen nepopafHO NPHICKEHHUE NMAPaUeTaMO CE eKCKPETHpa B MAHUYHHOTO MIISIKO B MaltkH konudecTsa. He
ca croOlLaBaHy HexenaHu edekTH npy KbpMaueta. Creosarento, Ilapaneramon Kabu Moxe na ce
K3M0N3Ba NPH KbPMELLH XKEHH.

4.7 EdexTH BbpXy cnocoOHOCTTa 3a Iopupane H padbora ¢ MAIIHHH

[Tapaueramon Kabu He noBiusBa cnocobOHOCTTA 3a WogHpaHe U paboTa ¢ MALUHHH.

4.8 HexeraHH 1eKApCTBCHH PEAKIHH



OLUeHKaTa Ha HEXETAHHUTE NEKapCTBCHH pPeaKUHH C€ OCHOBABA Ha CJIEAHOTO ONPCAC/ICHHUE Ha YECTOTA.

MHoro yectu > 1/10

YecTH > 1/100 no < 1/10

HeuecTu > 1/1 000 no < 1/100

Penku > 1/10 000 go < 1/1 000

MHoOro peaku < 1/10 000

C Hed3BECTHA Y€CTOTA OT HaJlM4YHHTE JaHHH HEe MOXe Ja ObJie HanpaBeHa OLEeHKa

KaxTo npy BCHYKH N€KAPCTBEHH NPOAYKTH, ChbABPKAILLH NapaleTaMoll, HEXKEITAHUTE NeKapCTBEHH
peaKIiy ca pSAKH WU MHOro pefiky. Te ca onucadH B cieqHaTa TadaHua:

Cucremo-opranen YecTn Peaxnu M=Oro penKku C HeniBecTHA
KJIAC YeCTOTA
Hapyienus Ha TpoMmbouHTONEHHNA,
KpbBTa H JIEBKOIIEH A,
n¥MpHaTa CUCTEMa HEYTPOIEHHUA,
arpaHyJoLHUTO3a
HapywseHus Ha AHadHNAKTHYEH LIOK¥,
MMYHHATA CUCTEMA peaklus Ha
CBPBbXYYBCTBHUTEIHOCT™,
OpoHxocnazbM™
HapylueHus Ha MerabonutHa
meTabonuiMa u aluuao3a
XpaHEHETO rojisiMa aHWOHHa
npazHuHa**
Cobpaeusu Taxukapaus
HapyluweHHS
CvaoBu XUMNOTOHUSA
HapyLEHHS
HapyuieHus Ha CepHO3HH KOXHH EputeMma,
KOXaTta peakuuu***, obpus*, 3avepBIBaHE Ha
U NOAKOXKHATA ypTHKapHa* NHHETO, CHpbex
TBKAaH
Obwu HapyweHus | Peakuus Ha HepasnonoxeHnue
H edexTH Ha | MACTOTO Ha
MACTOTO Ha | IPHNOXKEHHE
MPUJIOKEHUE (bonka u
yCEIlaHe 3a
napeHe)
HUscnensanus [ToBuilieHU HUBA
Ha TpaHCaMHHAa3H

* ChoOLaBaHu ¢a MHOI'O PeIKHM CIY4Yad Ha peaKLiMU Ha CBPBXUYYBCTBUTEAHOCT noj popMarta Ha
aHa(HIAKTHYEH [HOK, YPTHKApHA, KOXEH OOpUB, KOUTO H3UCKBAT APEKpaTABaHE HA NEUYEHHUETO.

** MeTtabonKHTHa aLKA03a ¢ roaAMa aHMoHHAa npa3HHHa: Chaydad Ha MeTaboNUTHA aunao03a ¢ rojisMma
aHHOHHA Npa3HHHa, Ab/DKALLA C& Ha MUPOriyTaMHHORA alu03a, ca HabnoaaBaHu NpyU NaUUEHTH ¢
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**k CoobliaBaHi ca MHOMO PEAKU CAYyYaH HA CEPUO3HY KOXHHU peakuMHU, KOUTO H3UCKBAT NpeKpaTsaBaHe
Ha JICYEHHUETO.

CrobulaBaHe Ha NOAO3UPAHU HEXENAHH peakUunH

ChobuwaBaHeTO Ha MOJAO3MPAHH HEXENAHU peaKuMi Clell paspellaBaHe 3a yrnorpeba Ha NeKapCTBEHUS
NMPOAYKT € BaxkHO. ToBa NN03BO/SABA A2 NPOAbLIKKA HAOMIOAEHNETO HA CHOTHOLIEHHETO NON3a/PUCK 32
JEKAPCTBEHUA NPOAYKT. OT MEANUMHCKUTE CNEUHANUCTH C€ U3UCKBA Aa ChODIABAT BCAKA MOA03UPAHA
HEXeNnaHa peaklus Yype3 HallMOHANTHATA CHCTEMA 3a ChOOLLIaBaHE:

AsmbnHUTEIHA areHiud 1o JeKapcTsarta
yi. ,, JlamMsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

4.9 Ilpeno3upane

C 0cobeH pucK OT YuepHOAPOOHO YBpEXKJaHe (BKNIOUKTENHO PYNMHHAHTEH XENATUT, YepHOApoOHa
HeJOCTATHYHOCT, XOJECTATHUER XENATHT, LUTOJUTHYEH XeNaTHT) ca NalKeHTH B HanpeAHana Bb3pacT,
MaJIKH Jella, NalHeHTH ¢ YepHOAPOOHH HapylUeHUs, B CNy4aid Ha XpOHHYEH alKOXONM3bM, NNALIUEHTH
CTpafall¥ OT XPOHHYHO HEAOXPAHBAHE H NALUEHTH, NPHEMAILH €AHOBPEMEHHO JIEKAPCTBEHH MPOAYKTH,
KOWTO BOAAT 0O €H3MMHA HHAYKUHA. B TakuBa ciaydau, npeio3upaHeTo MoXKe Ja Obae aTanHo.

Cumnmonmu Ha npedo3upane |
Cumnromure 06HKHOBEHO Ce MOABABAT Npe3 NbPBUTE 24 4aca U BKJIKOUYBAT: rafIcHE, MOBPbUIAHE,

AHOPCKCHA, OneaHoCT H KOpCMHA bonka.

[Ipero3upaHe, npy MpHUEM HA eJUHKYHA 103a OT 7,9 g napaleTaMoll UK NoBeYe NpU Bb3PACTHH HIIU NpH
NpHEM Ha eAnHH4YHA 1033 oT 140 mg/kg TeNnecHO Terno npyu NeAHaTPUYHH NALKHEHTH, BOAMK 10
yepHOAPpOOHA KNleTbUHA HEKPO3a, KOATO MOXE Ja [IPHYHHH ITHJHA H HEoOpaTHMa HEKPO3a H
BIIOCAECACTBHE XENaTolenylapHa HeAOCTaTbYHOCT, MeTaboNuTHA aunao3a U eHuedanonarus. Tosa Ha
CBO# pel, MOXE Ja JIOBE/IE A0 KOMA, MOHAKora ¢ ¢aTtaneHd naxol. EAHOBpEeMEHHO ¢ TOBa ce HabMoaaBaT
NMOBUILEHK HUBA Ha 4epHOApOOHU TpaHcaMUHa3H (AST, ALT), naktaTt aexuaporeHasa  OUINpyOuH B
KOMOWHALKA ¢ HaMmalsiBaHe HUBAaTa Ha nNpoTpoMOMHA, KOUTO MOTaT J1a BE3HUKHAT 12 g0 48 yaca cref
MPUIOKEHUETO.

KNMHHYHH CUMIITOMH Ha 4epHOAPOOHO yBpexKaAaHe OOMKHOBEHO Ca BUAUMM Cliel Ba AHA K JOCTHTAT
MAKCHMYM chiea 4 1o 6 JHM.

Jleuenue na npedosupare

. HesabaBHa xocnyuranusanns

- [Ipeau 3anouBaHe HA IEYEHUETO, KAKTO H Bb3MOXKHO HAl-CKOPO clnel Npeao3HpaHeTo, TpabBa Ja ce
B3eM€ KpbBHA npoba 3a onpeacisaHe Ha MJIa3MEHUTE HHBA HA NapaLeTaMoll.

. JleyeHHeTO BKAIOUBA HHTPABEHO3HO HIIH NEPOPATHO NPHIIOKEHUE HA AHTHAOT, N-aUEeTHNLHCTERH

(NAC), no Bb3MOXHOCT nipe3 mbpBHUTE 10 yaca, N-aneTHIUMCTEHH MOXKeE CBILIO Ja NPEAOCTABRH
HSAKAKBA CTEMEH Ha 3alliiTa, A0pH U cien 10 yaca, HO B To3H cayydai e Obae HeobxoanmMo
NPOABLIKUTEIIHO JICYEHHE.

@ CHMITOMATHYHO JiedyeHHe
o YepHonpobruTe TecToBeTe TpAOBa Oa c€ HANPABAT B HAYAJIOTO Ha JIEHEHHETO K ] 19 :
BCEKH 24 yaca. OOUKHOBEHO YePHOAPOOHHUTE TPAHCAMHUHA3HU C€ BPBLUAT KbM HG g
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JIBE CEJMHLIM ¢ ITBJIHO Bb3CTAHOBSABAHE Ha HOPMAallHATA YepHOAPOoOHA PyHKIUA. B MHOro Texku
ciy4aH, obave, MOXKE Ja C€ HANOXKH YepHOAPOoOHa TpaHCNIaHTaLMA.

. Xemoauanunsata MoXKe J1a HaMalld KOHLIEHTpaUMusaTa Ha NapaueTamosia B Nia3Mara, HO eiekTuTe ca
OrpaHH4EHH.

5. ®APMAKOJIOI'NYHH CBOUCTBA
5.1 dPapMakoaHHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHa rpyna: pyru ananreTuun ¥ aHtunupernuy, anunuian, ATC koa: NOZBEO]

TOYHHAT MEXAHUIBM HA ARATETHYHOTO H aHTHNHPETHYHOTO JACHCTBUE Ha NapaleTamMol HE € YCTAHOBEH.
To# Moxe 1a MMa LEHTPaNnHo K NepugepHo AeHCTBUE.

[Tapatieramon Kabu vMa HavanHo AeicTBUe 3a obieKkyaBaHe Ha fonkara B paMkuTe Ha 5 10 10 MUHYTH
clien npuaokeHne. MakcuManHuAT aHanreTu4eH eqexr ce nonay4yasa B paMKUTE Ha 1 Yac M aHalre3uara

00OHMKHOBeHO npoAbIkaBa 4 10 6 4aca.

[lapaueramon Kabu noHukasa teMnepatypara B paMKuTe Ha 30 MHHYTH cJiel TPHJIOXKEHHE.
AHTHNHUPETHYHHUAT e(heKT NMpoabakasa Haii-Manko 6 yaca.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Bb3pacTHH

Abcopbyus
Cnen npuaaraHe Ha eIMHHYHA 1034 U ClIe IOBTOPHO NPUIOXKEHHE B paMKHUTE Ha 24 4aca,
(apMaKOKHUHETHKATA HA NapayeraMol € JTHHEHHa 10 2 g.

broHanMyHOCTTa Ha napaleraMon cnea uHgy3na Ha S00 mg u 1 g napaueramon € noaodHa Ha Ta3u
Habnonarana cnen HHOY3us Ha 1 g U 2 g nponauetamo (ceoTeeTcTBatid HAa S00mgu 1 g
nmapaueTamol), CbOTBETHO.

MakcHManHaTa riasMeHa KoHueHTpauud (Chnax) Ha NapaleTaMon HabmoaaBaHa B kpast Ha 1 5-MUHyTHA
HHTpaBeHo3Ha HH$py3Hus Ha 500 mg u | g napaueramon e okono 15 pg/ml u 30 pg/ml crorseTHO.

Pasnpedenenue

OGembT Ha pasnpeaescHue Ha napaueramon e nprdnusutento 1 I/kg. ITapaueramon He ce CBLp3Ba B
ro/sMa crerneH ¢ nnasMeHuTe nporerHu (okono 10%). JIsanecet MUHYTH cnea HHQY3Hs Ha 1 g
rapaueTaMos ca HabMIoAaBaHK 3HAUUTENIHH KOHLEHTpalluy Ha napaueramon (okono 1,5 pug/ml) B
rpeOHaAYHOMO3bYHATA TEUHOCT.

Buompanchopmayun
[Tapaueramon ce meTabonu3Hpa OCHOBHO B YEpHHA Apob, caeaBaiiky ABa rMaBHHU YEPHOAPOOHH NMBTH:
KOHIOTHPAHE C IIIOKYPOHOBA KHCENMHA U CbC CAPHA KMCEAHHA. B 1031, npeBHLIIaBaly TepaneBTHYHATa
003a, MOCASIHUAT BT ce HacHila 6bp30. Marnka yact (mo-Manko ot 4%) ce Metabonuzupa oT LUTOXPOM
P450 1o peakTHBHO MEXANHHO CbhefUHeHne {(N-aLeTHi 6eH30XUHOH HMHH ), KOHUTO NPH HOPMAITHO
nAo3upaHe 6bp30 ce 0be3Bpexa OT peAyHUpaHus MIyTAaTUOH H c& eTMMUHHPA B YPHHATa ClIed KOHIOTalus
C LIMCTEHH U MEPKANTONYPHHOBA KHCENHHA.

[Tpn MacusHO npeaozupane obaye, KOMMYECTBOTO Ha TO3H TOKCHHEH METADONUT ce YBES




Enumunupane

MeTtaboauTHTe Ha MapaleTaMon ce ENMMUHUPAT NpeauMHO ¢ ypuHaTa. 90% oT npunoxeHara 1o3a ce
OTAEeNs B paMKKHTe Ha 24 yaca, rnaBHO noj ¢opmara Ha rmokyporoBH (60-80%) u cyngartuu (20-30%)
koHtoraTtH. [To-Manko ot 5% ce oTAensT HenpoMeHeHH. [1nasMeHOTO BpeMe Ha nony X UBOT € 2,7 Jaca, a
obung TeneceH kiupbHc € 18 I/h.

HosopoAeHH, KbpMayeTa v Jietia

PapMaKOKHHETHMHHUTE NapaMETPU Ha napaleraMmon, HabuozasaHd NPH KbpMayeTa ¥ Aela ca NoJoOHH Ha
Te3W Hab/oaaBaHu NPH Bb3PACTHUTE, C UIKIHOYEHUE HA NJIA3MEHOTO BpEME HA NOJYXHBOT, KOETO €
Manko no-kpatko (1,5 10 2 4aca), OTKONKOTO NPU Bb3pacTHUTE. IIpH HOBOPOAEHHTE BPEMETO Ha
nonyeIdMHHUpaHe € TI0-ABJr0, OTKOJIKOTO npH Oebetara, T.€. OKONO 3,5 4Yaca.

HoeopoaeHH, kbpMayeTa ¥ aeua no 10-roavmHa Bb3pacT OTAENAT 3HAYUTENHO MO-MANKO FOKYPOHHAHH
H NoBeue CyMpaTHH KOHIOTATH, OTKOJIKOTO Bb3PAaCTHHUTE.

Tabnuna: @OapMakOKMHETHMHH CTOHHOCTH, CBBbp3aHH ¢ Bb3pacTTa (CTAaHJAPTU3MPaH KIUPBHC,
*CLg/Fors (1.h7' 70 kg™")

Bn3pacT Terno (kg) CLsta/Fora (1Lh7! 70 kg™')
40 cenMHUM (BB3PACT Cliejl 3a4€BAHETO) 3,3 3,9
3 Mecella (Bb3pacT NOCTHATAJIHA) 6 8,8
6 Meceua (Bb3pacT MOCTHATANIHA) 7,5 11,1
| roavHa (Bb3pacT NOCTHATAJIHA) 10 13,6
2 roavHH (BB3pacT NOCTHATAJIHA) 12 15,6
5 roavuH (Bb3pacT MOCTHATANHA) 20 16,3
8 roiMHH (Bb3pacT [OCTHATAJIHA) 25 16,3

* CLsw € monynanMoHHaTa oueHka 3a CL

Crnenyaniy nonyJjaluu

bvbpeuna nedocmamuvynocm

[Tpu Texkxko 6BOpeuHo yBpexknane (KpeaTHHHHOB KIHpBHC 10-30 ml/min), enuMHHUpaHETO HA
napaueTaMon € nexko 3adaBeHo, BpEMETO Ha NONyeIMMHUHHpaHe BapHpa ot 2 1o 3,3 yaca. 3a
[IIOKYPOHRUIHHTE H Cy(PaTHUTE KOHIOMATH, CKOPOCTTa Ha €TMMUHUpPaHE € TPU TbTH MO-HUCKA MPH

MaLMEHTH C TEXKO OBbOPEUHO YBpEKAaHE OTKONKOTO NPHU 34paBH HHAMBUAM. ETO 33110, KOraTo ce
puiara napaueTaMmos Ha NalHeHTH ¢ TeXKO 0B0peuHo yBpexxaaHe (KpeaTHHHHOB KIHPBHC
10-50 ml/min), MHHHMaTHUAT HHTEPBAN MEXKAY BCAKO NPUIIOKEHUE TpAOBa Aa ce yBEeNU4H 40 6 4aca

(BHKTe TouKa 4.2).

Ilayuenmu e nanpeonana ev3pacm
dapMaKOKHHETUKATa H MeTa00N13Ma Ha MapaueTaMoia He ca IPOMEHEHHU NPU MaUKEHTH B HaNIpeaHania

Bb3pacT. He ce H3MCKBa KOPEKLIMA HA A03ATa [IPU TA3U NONyauus NalHeHTH.
5.3 IlpeaknuuHYHH JAHHH 33 6€30NACHOCT

[IpeAKIHHHYHUTE JaHHM HE NOKAa3BaT 0coOeH PUCK 3a XopaTa M3BbH HHPOPMALUATA, BK/IIOUEHE B
IpYTuTe pasnend Ha KpaTkara XapakTepucTHKa Ha npoaykrta. [IpoydBaHus 3a JoKanHa IOHOCUMOCT KbM
napateTaMos HHQY3HOHEH pa3TBOpP NPHU MTbXOBE K 3aiLM ca noKalau aobpa noHocumocT. Jlumncara Ha
3a0aBeHa KOHTAKTHA CBPbXYYBCTBUTEIHOCT € U3C/IEBaHA MPH MOPCKH CBHHYETA.

Jluncear KOHBEHLIHOHAJIHH POY4YBAHHNA, HM3IICN3BAIIH MPHETUTE NOHACTOALLUCM CT
pPENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 PA3BHTHUETO.
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YCcTaHOBEHO €, ue napancTaMoll HE € KaHUEPOreHEH NpPH MBbXKKH IUTbXOBE, KAKTO H TIPH MBXKKH H XKCHCKH
MHLLKH. an WMECHCKH NII'BbXOBE Ca YCTAHOBCHH HEEAHO3HAYHH O0KaA3aTC/ICTBaA 34 KAHUCPOICHHA
AKTHBHOCT, OCHOBAaHH Ha MOBHIUCHA HECTOTA Ha MOHOHYKNCAPHA KJICTHYHA JCBKCMHA.

CpaBHHTEJIEH Mperiea Ha JIMTepaTypaTa OTHOCHO N’EHOTOKCHYHOCTTA B KaHLUEPOTEHHOCTTA Ha
napaueTaMon Noka3pa, 4e reHOTOKCUYHUTE €EKTH Ha NapaleTaMo ce NpOogBsABAT CaMO MPH A03H HAR
MpenopbYUTETHUTE, KOETO BOAHN 0 TeXKKH TOKCHYHU €eKTH, BKIIOYHTENHO H3pa3eHa TOKCHUYHOCT 34

yepHusl ApoOd U KOCTHHS MO3BK. [lparsT 3a FeHOTOKCUYHOCT HE CE JOCTHra NpU TEPaneBTHYHH J03H
napaueTamorl.

6. OAPMALEBTUYHH JAHHH
6.1 CnHcebk HE MOMOIIHHTE BellleCTBA
LucreuH

Manuron (E421)

Bozaa 3a MHXKeKHUU

6.2 HecLEMECTHMOCTH

To3u JEKAPCTBEH MPOAYKT HE TpﬂﬁBa Aa c€ CMCCBa C APYI¥ JCKAPCTBEHH MPOIAYKTH, C H3IK/ITKOYCHUC HA
HOCOYEHUTE B TOYKa 6.6.

6.3 Cpok Ha roanoct

Heomeopenu gaaxon unu cax
24 Meceua

Heomeopena amnyaa
18 mecena

Creo nbpso omeapsaHe
JTokazaHna e xuMHuecka H ¢u3nuecka cTabUNHOCT Mo Bpeme Ha ynoTtpeda 3a 24 yaca npu cTaifHa
TEeMIIepaTypa.

Ot MukpobHONOrHYHa rii¢aHa TO4Ka, MPOAYKTET TpabBa na ce U3Moj3Ba BeaHara. AKO He Ce H3Noa3Ba
BEHAr4, BPEMETO Ha CbXPAHEHME NIPH M3MION3BAHE U YCIIOBHATA Ha CbXpaHeHue npeau ynorpeda ca
OTrOBOPHOCT Ha notpeburens U 0ONKHOBEHO HE TpAOBa npeBuLLaBaT 24 yaca, OCBEH aKO OTBAPAHETO H
CbXPaHEHHETO Ca U3BbLPLICHHK NMPH KOHTPOAHPaHH U BATHIHPaHH aCENTHYHH YCI0BHSL.

Ako e paspenen B 9 mg/ml (0,9%) narpues xnopun unu 50 mg/ml (5%) rnoko3sa, pasTeopsT TpsaOBa ga ce
W3MON3Ba BEAHATrA.

Bce nak, ako paspefeHHAT pa3TBOp HE C€ H3MOJ3Ba BeJHAra, 1a He C€ ChbXpaHsBa 3a 1noseve or 6 yaca
( BKNIIOYHTENIHO BPEMETO 32 HHPY3UA).

6.4 Cneunansn ycioBHA HA CHLXPaHEHHE

,.T_[a HE CC€ CbXpaHsiBa B XJIAAHJIHUK H 11da HC CE€ 3aMpPa3saBa.
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3a YC/IOBHATA Ha ChXPaHEeHHE Ha Pa3peieHus IEeKapCTBCH MPOLYKT BHAKTE TOHKA 6.3.

6.5 JJanHH 33 ONAKOBKATA

BesupeTHH, cTbkaeny amnyau ot 10 ml (cTeki10 THN I).

CrekneHn dbnaxonu ot 50 mi u 100 ml (cTekno Tum 11}, 33TBOPEHH € XaNOOYTHIOBH 3aNYLUATIKH H
aTYMHHHEBH/NNIACTMACOBH OTUYNBALIK CE Kanayky.

Caxoge ot 50 m! 1 100 ml ¢ BeTpelieH GHIM, NOPT 3a npuiiaraHe (MH¢y3HOHEH NOPT) U MOPT 34
no6agsiHe (HHXEKIHOHEH MOPT), ChCTABEHH OT NONKONehUHOBA OCHOBA H NIPO3patiHa H/UNY ayMHHHEBA
RBHINHA OOBHMBKA M ChAbPIKalLa KucaopoaeH abcopbep. CakoBere ca 3aTBOPEHH C NIOTHA3ONPEHOBH
3aNyIIANKH U HOJUNPONHICHOBH KaNavkH.

OnaxoBky:
10 amnynn
1 ¢nakoH
10 ¢pnakona
12 ¢pnaxoHa
20 ¢naxkoHa
20 caka

50 caka

60 caka

He BCHYKH BHAOBE OflaKOBKH MOrat ja OBJaT nyCHaTH Ha na3apa.

6.6 Cnenpanuu HPeANa3HY MEPKH NMPH H3IXBLPJISAHE H padoTa

bopapene
KaxTo npy BCHUKH KH(Y3HOHHH pa3TBOPH EbB ()IAKOHH HJIM CaKOBe, CJIC/BA a CC MIOMHH, 4E€ €

neoGX0IMMO HeNpeKbCHATO HabmoneHue ocobeHo B Kpad Ha HHY3HATa, HE3AaBHCHMO OT ITLTA Ha
ppBexkaane. Taxosa HaGNIONCHHE B Kpasd Ha HH(Y3UATA € OT 0COOEHO 3HAYEHHE MPH U3INON3BAHE HA
NeHTPAIEH BEHO3EH ITBT C Uell H30ATBaHe Ha Bb3/yHIHA eMOOTHS,

CBHBMECTHMOCT

TMapaueramon Ka6u 10 mg/ml nudy3soHeH pasTBOp MOXE Aa Ce pa3pent B 9 mg/ml (0,9%) pa3TBop Ha
HaTpHeB xiopua ik B 50 mg/ml (5%) pasTeop Ha rmokosa fo 1:10 (eauH obeM ITapaueramon Kabu
10 mg/ml undy3uoHeH pasTBop B AeBET 00eMa paspeanTen).

PaspeneHusT pa3rsop TpAOBa Aa CE€ MPOBEPH BU3YAJTHO H HE TpsAOBa Ja ce€ H3MNoN3Ba NPH HANUYHETO Ha
onajecleHIHsA, BUAUMH HYaCTHUM HIIH yTaHKa.

H3xBppasHe
HeH3no3BaHKST fEKapCTBEH NPOAYKT WIIH OTNANbYHHTE MATEPHANTH OT Hero TpAdBa 2 c¢ M3XBBPIAT B
CHOTBETCTBHE C MECTHUTE H3HCKBAHUA.

7. HNPUTEXATEJ HA PA3PELIEHHETO 3A YIIOTPEBA

Fresenius Kabi d.o.o.
Radnicka Cesta 37a, 10 000 Zagreb
XspBaTuA
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8. HOMEP(A)HA PAZPEIIIEHHETO 3A YIIOTPEDA

Pervuctpaunoned Ne 201204353

9. JATA HA IIBPBO PA3PEIIABAHE/MIOAHOBSBAHE HA PA3ZPEHIEHHETO 3A
YIIOTPEBA

Iata Ha MbpBO pa3peuasane; 20 centemepu 2012 T,
Hara Ha nocnenHo noaHossaeade: 05 oktomepu 2017 1.

10. JATA HA AKTYAJIMFUPAHE HA TEKCTA
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