L0 753

KPATKA XAPAKTEPUCTHUKA HA HPOI[YKT_Aé-‘gzé. S 26 -03- 207

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

[Tapaiieramon Kadu 10 mg/ml uHdy3uoHeH pa3rBop
Paracetamol Kabi 10 mg/ml solution for infusion

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| ml ceabpka 10 mg napaueramon (paracetamol).

Enna amnyna ot 10 ml ceabpxa 100 mg napaueramon.

Eaun dnakon uau cak ot S0 ml cvabpxa SO0 mg napaueramon.
Eann diakon mau cak ot 100 ml esabvpxa 1 000 mg napaueramo.

3a MbJIHUSA CITUCHK HA MOMOILHUTE BELIECTBA BHKTE Touka 6.1.

J. JIEKAPCTBEHA ®OPMA

Undy3nonen pa3rsop
BucThbp M 1€KO XK bJITEHUKAB Pa3TBOP.
PazrBOpbT € H30oocMoTHYEeH ¢ pH Mexay 5.0 u 7,0.

4, KJIMHHUYHHU JAHHH
4.1 TepaneBTHYHH NOKa3aHHA

[Tapaueramon Kadu e nmokasaH 3a:

" KpPaTKOCPOYHO JIeYeHHe Ha ymepeHa 00J1ka, 0coOeHO clie]] XMpyprudyHa HHTEPBEHLUS,
° KpaTKOCPOYHO JIeYeHHE Ha TpecKa,

KOraTo HHTPABEHO3HUST MbT HA MPUJIOKECHUE € KIIMHUYHO ONpaBJaH OT ClelIHa HEOOXOAUMOCT 3a JICYEHHE
Ha 00JIKa UM XUNEPTEPMHUS U/UIIK KOraTo JIPYruTe MbTULLA HA NPUJIOKEHHE HE Ca Bb3MOXKHH.

4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE
HMHTpaBeHO3HO NPHUIIOKEHHE.
dnakonbT MK cakbT OT 100 ml € npeaHa3HayeH 3a Bb3pacTHHU, FOHOLLH H Jiella ¢ Teryio Haj 33 kg.

Amnynara ot 10 ml u ¢pnakonsT uau cakbT 0T S0 ml ca npeiHa3HaYeHH 32 TOHOCEHH HOBOPOCHH,
KbpMayeTa, MaJiKi Aela U jaeua ¢ rerso jao 33 kg.

Jlo3upoBKa:




Terjio Ha Jlo3a na npuem O0em 3a MakcumaJjien obem | MakcuMasina
nalnMHeHTa npuiaoxkenue | Ha [lapaueramou AHEeBHA q03a™*
Kadou 10 mg/ml
HH(Y3HOHEH
pa3TBop 3a
npujiaratHe Bb3
OCHOBA HA rOpHATAa
rpaHHIA Ha
TerJioTo B rpynara
(ml)***
<10 kg~ 7,5 mg/kg 0,75 ml/kg 7,5 ml 30 mg/kg
>10 kg no <33 kg | 15 mg/kg 1.5 ml/kg 49,5 ml 60 mg/kg 6e3 na
Ha/IBUIlIaBaT 2 g
>33 kg no <50 kg | 15 mg/kg 1,5 ml/kg 75 ml 60 mg/kg 6e3 na
HaJIBMILIABAT 3 g
> 50 kg ¢ l g 100 ml 100 ml 3g
AONLJIHHTEJIHH
PHCKOBH
akTopH 3a
XenaToToK-
CHYHOCT
> 50 kg 6e3 | g 100 ml 100 ml 4 ¢
NONbJIHHTEJIHH
PHCKOBH
¢dakTopH 32
XenaToTok-
CHYHOCT

* HenoHoceHH HOBOpPOAeHH: HsiMa HaMyHM 1aHHM 3a 0e301acHOCT U e(pUKACHOCT MPU HEJIOHOCEHH

HOBOPOJIEHHU (BHXK. TOYKA 5.2).

*¥* VMakcuMaJiHa JHEeBHA J103a: MakcumanHara JIHeBHA 1034, KakTo € npejacraBeHa B tTabauvuara no-rope,

ce OTHAcs 3a MallHeHTH, KOUTO He ca NMpUeMalii JAPYrd NpoAYKTH, ChAbpaKallK NapaueTamMol U TpsadBa aa

ObJe KOpUTrHpaHa, B3eMaiKH B IpeaABUA U TSX.

¥*% TlanHeHTHTE ¢ MO-HHCKO TErJIo 1ie ce HYKIasT OT N0-MAJIKH 00eMH.

- MUHHMAJIHUAT HHTEPBAJ MEKIY BCAKO NPUHI0KEHHe TPssOBa aa Ob/1e He M0-MaJIKo OT 4 yaca npu
NANHEHTH ¢ HopMaJiHa O0bOpeyna PyHKIUHSA (KpEaTHHHHOB KJIHPBHC > S0 ml/min).

- MUHHMAJIHHAT HHTEPBAJ MEKAY BCAKO NPHI0KEHHE NPH NALHEHTH ¢ TeKKa 0b0peuHa
HeJOCTATHLYHOCT (KpeaTHHHHOB KJaHpbHC 10-50 ml/min) TpsidoBa na 0bae He nNo-MaJIKO OT 6 yaca.

- MHHHMAJIHHAT HHTEPBAJI MEAKIY BCAKO NMPHJIOKEHHE NTPH MAIHEHTH H3HCKBALIH XeMOIHAJIH3a
(KkpeaTHHHHOB KJAHPBHC < 10 ml/min) TpsOBa 1a Ob/e He MO-MaJIKO OT 8 yaca.

- MakcuMaJJiHaTa JHEeBHA /1032 He TPsiOBa 1a npeBrIaBa 3 g (BHAK TouKa 4.4) IPH BL3PaCTHH
NANHEHTH ¢ XPOHHYHO HJIH KOMIIEHCHPAHO AKTHBHO YepHOAPOOHO 3a00/i9BaHe, Xenaroue/yJiapHa
HEJOCTATHYHOCT, XPOHHYEH AJIKOXO0JIHIbM, XPOHHYHO HEAOXPaHBAHE (HHCKH 3alIaCH OT

- B pamkuTe Ha 24 yaca He TpsiOBa /1a ce JaBaT nmosBeyve ot 4 103H.
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Hayun Ha npuIoKEeHHE:

bbjere BHUMATEIHU Korato npeanucsare uau npunarare Ilapaueramon Kadbu 10 mg/ml undysunonen
pa3TBOP, 3a Ja U30ErHETE I'PELLKHU MPH J03UPAHETO Nopaan 00bpKBaHEe MEXKY MUIUIpaM (Mg) U
MUJIMIHTBHP (M), KOeTO MOXKeE na JJoBejie J10 ciyyaitHo npeao3upane u cMbpt. O0bpHETE BHUMAHHE, 3a J1a
OCHI'YPHTE MpeANKCBAHE U OTIYCKAHE Ha MpaBHJiHaTa J03a. [Ipy u3nucBaHe Ha peuenrara, BKIOYeTe
KakTo oO11arTa Jio3a B mg, Taka u odwus ooem B ml. O0ObpHETE BHUMaHHKE, 3a Jla rapaHTHpaTe
NPaBHJIHOTO H3MEPBAHE U NMPHUJIOKEHHUE Ha J03aTa.

Camo 3a eaqHOKpaTHa ynotpebda. Hensznon3BaHusT pa3TBop TpsOBa J1a C€ H3XBBPIIH.

ﬂpeﬂu MPHUIOKECHHE, TPOAYKTDLT TPHGBH Ja C€ MNpoOBCPH BH3YAJIHO 34 HAJIHYHUC HA HACTHUH H [TPOM3sHA HA
[1BCTA.

PasTBOpPHLT Ha napaieTamosl ce npuiara Kkaro 15-MuHyTHa HHTpaBeHO3Ha HH]Y3H4.

[1pu naumenTH ¢ Teryo < 10 kg:

CtokieHaTta amnyna, gpaakon wiau cak Ilapauneramon Kadu 10 mg/ml undysmoneH pa3rBop He
TpsOBa Ja BUCH HA CTATUB KaTO OOMYaiiHa MH]Y3Us NMOpaau MajKHusi 0OEM Ha JIEKAPCTBEHHUS
NPOAYKT, KOHTO C€ NpuJiara rnpu Ta3u nomyJiaLus.

O0embT, KOHTO TpsAOBa /1a ce NpUI0XKH, TPAOBA /1a c€ U3TErIH OT amnyJarta, (pJlakoHa MJIM caka U Ja
ce pa3zpeau B 0,9% pa3TBop Ha HaTpHeB XJOpU MK 5% pa3TBop Ha riaroko3a 1o 1:10 (exun odem
[Tapanieramon Kadbu 10 mg/ml uady3noHen pa3rBop B AeBeT 00eMa paspeauTe1) U 1a ce NPHII0KH
B MPOABHKEHUE HA 15 MUHYTH.

TpsabBa na ce uznon3sa S unm 10 ml cnpuHIlOBKA 32 M3MEpPBaHe Ha /103aTa, MOAX0/411Ia 3a TErjoTo
Ha JIETETO W *enaHus obeM. Bee nak, T HUKora He TpsiOBa J1a HajaBULIABaA 7,5 ml Ha j03a.
[TorpeOurensTt TpsOBa aa ce oOpblla KbM NPOAYKTOBaTa HHPOPMALMS OTHOCHO HACOKHTE 3a
NO3UpPaHE.

3a paspexaade Ha [lapauneramon Kabu 10 mg/ml uHdy3uoHen pasTBop BukTe TOUKa 6.6.

4.3 IlporuBOonoOKasaHHd

o CBpBbXUYYBCTBUTEJIHOCT KbM aKTHBHOTO BELLIECTBO, MPOMNALETAMOJI XHAPOXJIOPH I (TPEKYpCcop Ha
rapareTamosl) Uil KbM HIKOE OT MOMOLLUHHUTE BEILIECTBA

e Texka xenatouenyjapia HeaoctatbyHOCcT (Child-Pugh > 9)

4.4 CneuHaJHH nNpeaynpexiaeHHsi H NpeanasHH MepPKH NpH ynorpeda

Ilpeaynpexaenus

PUCK OT JIEKAPCTBEHH I'PELLIKH

bbjere BHUMATE/IHH, 3a J1a U30E€rHETE IPELLKH NPH JI03UPAHETO Mopaan 0ObPKBAHE MEX1Y MUJIUIpaM (mg)
H MUJIMAUTBD (M), KOETO MOXKe Jla J0Be/e 10 Cy4yaiHO Npelo3upaHe U CMBbPT (BUXK ToukKa 4.2).

ITPEHDPE‘[BH Ce J1a C€ U3M0JI3Ba NMoaxoaslll aHAaJIr€THK 3a 1nepopajHO JICYCHHUE, BEHAra Iii
[MPHIIOKECHHE CTAHC BBb3MOXKCH.




3a na ce U30erHe pUCKa OT NpCJ03UpaHe, NpoOBEPETE AAaJIM HAMA IPUEM HaA JIPYTI'H JICKAPCTBCHH NPOJAYKTH,
KOUTO ChAbPIKAT INnapaueramol HJiH nponanetaMmoll XuJpOoXJIOpHII.

J103M 1O-BUCOKH OT NPENnopbyBaHUTE, BOAST 10 PUCK OT MHOI'O TEXKO YBPEXKAaHE HA YepHHUS Apo0.
KJIMHUYHUTE NPU3HALH U CHMIITOMM Ha YEPHOAPOOHO YBpeXkaHe (BKIIOUYUTEIHO (PYJIMHHAHTEH XENaTHT,
YyepHOpoOHA HEI0CTATLYHOCT, XOJECTATHYEH XeNaTHUT, UHTOJIMTHYEH XENaTHT), OOMKHOBEHO HE ce
HaO/Ir01aBaT /10 ABA AHK, HO U HE 110-KbCHO OT 4-6 IHH OT NpHJIoKEHHeTO. Jleyenue ¢ aHTH10T TpsiOBa J1a
ce NMPHJI0KH Bb3MOXKHO HaH-0bp30 (BHXK TOUKa 4.9).

[Tapaiieramos MOXKE 1a NPUYHHU CEPHO3HU KOKHH peakuuu. [launenture TpsadbBa 1a Obaar
HH(GOPMHUPAHH 3a PAHHUTE NPU3HALM HA CEPUO3HH KOXKHH peaKkl My U ynorpedara Ha JICKapCTBOTO J1a
ObJie peyCcTaHOBEHA Ollle NPH NIbPBA MPOsABAa Ha KOKEH OOPHUB HJIH JAPYT NPH3HAK Ha
CBPBXYYBCTBUTEIHOCT.

CpHoOLLEeHH ca cayyad Ha MeTaboJIMTHA aluK/103a ¢ rojasiMa aHuoHnHa npasiuHa (HAGMA), abikaiua ce Ha
MUPOrJyTaMHHOBA allH/103a MPU MALMEHTH C TEXKKO 3a00/IsIBAHE KaTO TEXKKO ObOPEUHO yBpekKaaHe H
CEerncHuc, UK HeJ0XpaHBaHe UM C JIPYI'M U3TOYHHUIIKM HA AePULIMT HA IIIyTaTHOH (Hanp. XpOHHYEH
aJIKOXOJIM3bM), KOUTO Ca JIEKYBaHHW B TepaneBTHYHA [103a 32 NPOABJIKUTENEH NEPUO HIIH KOMOUHALIUS OT
napateTamMo) U (pJ1yKJIOKCALHJIHH.

Ako ce nogo3upa HAGMA nopaau nuporiyraMHHOBa aliK103a, NnpenopbyuBa ce He3abaBHO MpeKkpaTsBaHe
Ha napalieTamos U BHUMATeJIHO HabroieHue. M3MepBaHeTo Ha 5-OKCONPOJIMH B YpUHaTa MOXe jJa ObJe
MOJIE3HO 3a MJIeHTH(HUILIMPaAHE HA NUPOrJyTAMUHOBA alli/103a KaTo oCHOBHA npuyuHa 3a HAGMA npu
MalMEHTH C MHOXKECTBO PUCKOBH (hpaKTOpH.

A0 GIYKIOKCALMIIMH MPOABIDKH J1a ¢ce MpHeMa el ClIipaHe Ha rnapaueTamoli, € npernopbyuTesHo Jia ce
rapaHTupa, ye Hama nposisu Ha HAGMA, Tbil KaTo ChUIECTBYBA Bb3MOKHOCT (PJIyKIIOKCALMIIUH J1a

Mno/UIbpka KJiMHH4YHa kaptuHa Ha HAGMA (Bx. Touka 4.5).

KakTo npu BCHYKH HHPY3HOHHU Pa3TBOPH BbB (DJIAKOHH HIIH CAKOBE, € HEOOXO0AMMO BHUMATEIHO
Habmoienne, ocobeHo B Kpasi Ha MH(Y3uATA, 3a J1a ce U30€rHe Bb3aylHa eM0onus (BxK. Touka 6.0).

ﬂapaue*ramon TpsiOBa Jd CC IIpuJiara C 0coDEHO BHUMAaHHUE [MTPH CJICIHHUTE o0cTOsITEJICTBA:

o AOGHOpMHA yepHopoOHa GyHKkLMS M XenaTouenynapHa HejaoctarbyHocT (Child-Pugh <9)

® XenatoOuIMapHHU HapyLUEHH S

¢ Cunapom Ha Mbosienrpaxt [ undept (paMuiIHa HEXEMOMUTHYHA KbJITEHHULIA)

e Texka ObOpeyHa HEAOCTATLYHOCT (KpeaTHHHHOB KJIMPBHC < 30 ml/min), Buxk Touku 4.2 1 5.2

X poHHUHA 3J10y1noTpeda ¢ aIKoXoJ

XPOHHYHO HEJI0XpaHBaHe (HUCKH 3anacu OT YepHOAPOOEH Iy TATHOH )
M3non3BaHe Ha TOTaNHO napeHTepanHo xpaHene (TT1X)

Ynorpeba Ha EH3UMHHU HHAYKTOPH

M3noa3BaHe HA XEMAaTOTOKCHYHHU areHTH

[Tpu nauueHTH, CTpajallM OT FreHeTUHYHO 00y CIOBEHA INII0K030-6-ocdar aexuaporenasta (G-6-
PD) nHesnocrarbuyHOCT ((haBU3BM), HACTHIIBAHETO HA XEMOJIMTHYHA AHEMHUS € Bb3MOXKHO NOpa/IH
HaMaJICHUETO Ha I'JIYTATHOH CJIeJ1 NPUJIOXKEHUETO Ha napaueramoll.

e Jlexuaparaums

BinsgHue BbpXy 1a00paTOPHHU TECTOBE




[TapaleraMos MoJe J1a NOBJIMse TECTOBETE 3a MMKOYHA KUCEINHA, H3N0a3Ballu MeTo/1a ¢ gocdo-
BoJihpamoBa kucenuHa (phosphotungstic acid) u uscneaBaHusTa 3a KpbBHA 3axap, U3I0J3BallM METO/1a C
rJII0K030-0KCH1a3a-NepoKCcH1asa.

4.5 BsaumojaelcTBHE C JAPYIrH JEKAPCTBEHH NPOJAYKTH H APYTrH (POPMH HA B3aHUMOAEHCTBHE

8 [Ipobenenn NnpuyMHABA MOYTH JBYKPAaTHO HaMaJIsiBaHE HA KJIMPbHCA Ha napaieramMmoll KaTo
HHXHOHMPA KOHIOrMPAHETO MY C INIIOKYpPOHOBA KUceMHa. HamansBaHe Ha j103aTa Ha napaieraMmol
TpsiOBa J1a ce 0OMHUCIIN, aKo CJie/Ba /1a ce NpUJiara eHOBPEMEHHO € NPOOEHE .

3 CasMuMIaMHI MOXKE J1a YIAbJHKH BPEMETO Ha MOJIYESJIMMUHHPAHETO HA NapaueTamMol.

s MeTaboau3MBbT HA NapaleTaMosl € HapyLUeH MNPy NalKueHTH, MpUeMalld eH3uM-HH1Y LIHpalLlH
JIeKapCTBEHH MPOAYKTH KaTo puamnuuut, bapOUTypaT, TPUHLHKIMYHH AHTH/ICTTPECAHTH,
W30HUA3U M HAKOM aHTHenuIenTuuu (kapbamaszenut, GeHUTonH, penodapouTai, npuMHI0H).

2 M3onupanu cboOLLEHHUS ONMUCBAT HEOYAKBAHA XEMaTOTOKCMYHOCT MPH MalMEHTH, MpUeMalll
AJIKOXOJ1 MJIH €H3UM-HHJIYLIMpAILM JIEKAapCTBEHH NMPOAYKTH (BHXK Touyka 4.9).

@ EaHOBpEMEHHOTO MPUJIOKEHUE HA MapaleTaMoll U XJIOpaM(EHUKOI MOXKeE J1a YIIBJIKH ACHCTBHETO
Ha XJopamdeHHuKoJIa.

® EHoBpeMEHHOTO NnpuiiokeHue Ha napaueraMo 1 AZT (3M10By IHH ) yBeJIHUaBA CKJIOHHOCTTa KbM
HEYTPOINEHHH.

» EHOBpEMEHHOTO MPHJIOKEHHUE HA [TapaleTaMoll U NepopaJHi KOHTPALENITHBH MOXKE J1a HAMaJlH
BPEMETO Ha MoJyeJIMMHUHUPAHETO Ha NapaueTamoll.

® EnHoBpemenHarta ynorpeda Ha napaiueramod (4 g Ha JieH, B IpOAb/DKEHHE Ha MUHUMYM 4 1HH) C

epopaiHi aHTUKOAryJlaHTH MOKE J1a JloBejie 10 cinabu npoMenH B croiHocTuTe Ha INR. B 1031
ciyuaii, 3acuied kouTpos Ha INR croiiHocTHTe TpsiOBa 1a ce mpoBex/aa 10 BpeMe Ha
e/IHOBPEMEHHOTO M3I10JI3BaHE, KAKTO M 3a | ceamuLa, ciie/l NpeyCTaHOBsIBaHE Ha JIEYEHUETO C
napaueTramorl.

® TpsiGBa na ce BHMMaBa, KOraTto napaueramoli ce U3noJi3a eIHOBPEMEHHO ¢ uU1yKIIOKCALMIIUH, Thi
KaTo napanejiHUsAT NpUeM € CBbp3aH ¢ MeTab0JMTHA allU03a C roJsMa aHMOHHA Npa3sHUHA 1opaau
MUPOrJyTaMMHOBA allH/103a, OCOOEHO MPH MALMEHTH ¢ PUCKOBH (akTOpH (BK. TOUKa 4.4).

4.6 DepruHiauTeT, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT:
KJIMHUYHUAT ONUT NMPH HHTPABEHO3HO MPHUIJIOKEHHUE HA MapaleTamMoll € orpaHuyeH. BbunpekH ToBa, rojism

Opoi#t naHHu OT ynorpebdara Ha NepopaiHK TEPANEBTUYHH JIO3H HA MapaueTaMoJ Npyu OpEMEHHH KEHH He
[NoKa3BaT HUTO ManOpMaTHBHA, HUTO (PETO/HEOHATaIHA TOKCHYHOCT.

PesynratuTe OT €NUAEMHUOJOrHYHUTE NPOYYBAHUS BbPXY HEBPOJIOTHYHOTO Pa3BUTHE HA Jielia C
eKCITO3MIIMA Ha NnapaueTaMoll in utero ca HeyoeAuTeIHH. AKO € HEOOXOAUMO OT KJIIMHUYHA TIJIe/lHa TOUKa,
apaLeTaMo/l MOXe J1a ce M3110J13Ba M0 BpeMe Ha OpeMEHHOCT, HO TpsidBa Jla ce U3MoJI3Ba Hal-HUCKaTa
e(heKTHBHA 71032 32 Bb3MOXKHO HAl-KpPaTKO BpeMe U NMpH Bb3MOXKHO HaH-HUCKA YeCToTa.

KbpMmeHe:

Cuieq mepopajiHO NPHUI0KEHUE NapaleTaMoll ce eKCKpeTHpa B MAaMYMHOTO MJISIKO B MAJIKH KoJinvecTBa. He
ca cboOl11aBaHH HexenaHu edekTH npu Kbpmavera. CnenosarentHo, [lapaueramos Kadu Moxke na ce
U3I10J13Ba NMPU KbPMELH KEHH.

4.7 EdexkTH BbpPXY cnocoOHocTTA 3a IoPUpaHe H pad0oTa ¢ MAILIHHH
[Tapaueramon Kabu He noBausBa cnocoOHOCTTA 32 WodupaHe U padoTa ¢ MalLHHH.

4.8 HexenaHu JIeKAPCTBEHH peaKIHH




OueHkaTa Ha HeXKeNaHUTE JICKAPCTBEHHU peaKllHK €€ OCHOBABA HA CJICAHOTO ONPEACJICHUC Ha HECTOTA:

MHuoro yectu > 1/10

YecTH > 1/100 no < 1/10

HeuecTtH > 1/1 000 no < 1/100

Penku > 1/10 000 no < 1/1 000

MHoOro peiku < 1/10 000

C Heu3BeCcTHA YecToTa OT HAJTMYHUTE JIaHHHU HEe MOXKe 1a Ob/I€ HAlIpaBEHa OLIEHKA

KakTo npu BCHYKH JIEKAPCTBEHH NMPOJAYKTH, ChABPKALLM NapaleTaMoll, HeXKeJaHUTE JIEKapCTBEHH
peakiLMH ca peJIKH WK MHOro peakH. Te ca onucanu B cieHara Tadbinua:

Cucremo-opraHeH Yecrn Peaku MHuoro peaku C Hen3BecTHA
KJ1AaC qecToTa
HapyuieHnus Ha TpombouuTOneHms,
KpbBTa U JIEBKOTICHUS,
nuMdHarTa cucTema HEYTPOIEHHUS,
arpaHyJIoLHUTO3a
HapyiueHus Ha AHa(uIaKTHYEH 1OK™,
HMYHHATa CUCTEMA peakius Ha
CBPbXYYBCTBUTEJIHOCT™,
OpoHXOCnazbM™
Hapywenus Ha MerabonuTHa
meTadosiu3Ma M almua03a C
XPaHEHETO roJisiMa aHMOHHA
npazHuHa**
CbpaeuHH Taxukapaus
HapyLleHHUs
CbaoBH XHUIIOTOHMS
HapyllEHUs
Hapyuienus Ha CepUO3HU KOXKHH Eputema,
KO)KaTa peakuuu*** odbpus*, 3a4yepBsBaHE Ha
U NMOJKOXKHAaTa ypTHKapus™® JIMLETO, ChPOEXK
ThbKaH
O0mm HapyuwieHus | Peakuus Ha Hepa3snonoxkenue
u edexTu Ha | MACTOTO HA
MSICTOTO Ha | NMPUJIOKEHHE
[PUIIOKEHHUE (boaka M
yCellaHe 3a
napeHe)
U3zcnenBanus [loBHlIEHH HUBA
Ha TpaHCaMHHa3H

* CpoOl111aBaHH ca MHOI'O PeAKH C/y4yau Ha peaklHHM Ha CBPbXYYBCTBUTEJIHOCT Moj (hpopmara Ha
aHa(UNAKTUYEH LUOK, YPTHKAPHS, KOXKEH OOpHUB, KOUTO U3UCKBAT IPEKpaTABAHE HA JICYEHHETO.

** MeTtaboaMTHA allM103a € rojisiMa aHHOHHA npasHuHa: Ciyyad Ha MeTabOoIMTHA allua03a ¢ rojisama
aHWOHHA Npa3HUHA, AbJDKALLA Ce HA MUPOrJy TAMUHOBA alluA03a, ca HaOJIIoAaBaHu MPH Mnail

Bb3HHKHC NUpOrayTaMMHOBaA allu103a BCJICACTBHE HA HUHCKH HUBaA HA I'NN1YTATHOH.
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4% CpoO11aBaHu ca MHOTO PEAKH CJIyYan HA CEPUO3HU KOXKHU peaKllii, KOMTO U3UCKBAT NpEeKpaTsaBaHe
Ha JICYEHUETO.

CroO11aBaHe Ha 1oJIO3MPaHU HEXKEJIaHW peakiiui
CpHo011aBaHETO Ha MOJ03WPAHH HEKEJIAHU peakiluu cliejl paspellaBane 3a ynorpebda Ha JieKkapCTBEHHUS

NPOJYKT € BaxkHO. TOBa MO3BOJIABA Aa MPOALIKK HAOIOIEHHETO HAa CHOTHOLLICHUETO MOJI3a/PHCK 3a
JleKapCcTBEHHUSA NPOAYKT. OT MEIMIIMHCKUTE CIEeLMAIMCTH CE U3HCKBA J1a ChoOLIaBaT BCsAKA M0103MpaHa
He)KeJlaHa peakiius Yypes HallHOHaIHaTa CHCTeMa 3a ChoOlilaBaHe:

M3nbaHUTEIHA areH1u 1o JiekapcrBaTta
vi. ,,Jlamsn ['pyes” Ne 8

1303 Cous

Ten.: +359 2 8903417

yebcaiT: www.bda.bg
4.9 Ilpeaosupane

C ocoOeH pUCK OT 4epHOAPOOHO yBpeXk/1aHe (BKJIIOYHTENHO (PYJIMHUHAHTEH XENaTuT, YepHOApoOHa
HEJOCTAThbYHOCT, X0JIECTATHYEH XenaTHT, IUTOJUTHYEH XENaTuT) ca NMalueHTH B HarpeaHala Bb3pacT,
MaJIKM Jiela, MmalueHTH ¢ YepHOApOOHHM HApYLIEHUS, B CJIy4ail Ha XPOHHUYEH aJIKOXOJIU3bM, MTALIHEHTH
cTpajalld OT XPOHUYHO HEJJOXPAHBAHE U NMALIMEHTH, TPUEMAILN €/IHOBPEMEHHO JIEKAPCTBEHHU TIPOYKTH,
KOMTO BOJST 0 €H3MMHA HHAYKIMS. B TakuBa ciyyau, npeao3upaieTo Moxe jaa ouae daranto.

Cumnmomu Ha npeoo3upane
CumnromMute 0OOMKHOBEHO C€ MOSBABAT Npe3 NbpBUTE 24 yaca U BKJIIOYBAT: rajieHe, NOBPbIaHe,

aHOpeKcHsl, 0J1e/IHOCT U KopeMHa 0oJIKa.

[Tpeno3upane, npy NpUeEM Ha €AMHUYHA J03a OT 7,5 g napaueTaMoJl WM MoBeYe NMpH Bb3paCcTHH HJIK NPH
npuem Ha eauHuyvHa ao3a ot 140 mg/kg resecHo Terjo npu nejuaTpuyHy naiueHTH, BOJH 10
yepHOAPOOHA KJIeThbYHA HEKPO3a, KOSTO MOKE /1a IPUYUHH ITbJIHA U HEOOpaTHMa HEKpO3a H
BIIOCJIEJCTBHUE XEMaTolenyJjJapHa HeJOCTaTbYHOCT, MeTaboJIMTHA allMao3a U eHuedanonarus. Tosa Ha
CBOM pejl, MOXe J1a JIOBe/Ie /10 Koma, MoHskora ¢ ¢arajieH u3xo/. EqHoBpeMeHHO ¢ ToBa ce Hab/o1aBar
MOBMUIIIEHH HUBA HA YepHOAPOOHHK TpaHcaMuHasu (AST, ALT), nakrar gexuaporeHasa v OunupyOuH B
koMOMHaLMs ¢ HaMaJisBaHe HUBATa Ha MPOTPOMOMHA, KOMTO MOrar jJia Bb3HUKHAT 12 10 48 yaca ciien
MPHIIOKEHHUETO.

KAMHHYHY CUMIITOMU Ha YepHOAPOOHO yBpeKaaHe OOMKHOBEHO Ca BUAMMH CJIe/] ABA JHHU W JOCTHIraT
MakCUMyM ciea 4 10 6 JHH.

Jleuenue na npedosupame

@ He3abaBHa xocnurajim3anus

@ [Tpesu 3aro4yBaHe Ha JICYEHHETO, KAKTO H Bb3MOXKHO HAl-CKOPO clie/l Npe103upaHeTo, TpsdBa a ce
B3eM€ KpbBHA Npoba 3a onpeaesisiie Ha M1a3MEeHUTe HUBA Ha rnapateTamoll.

e JleueHHeTo BKJIKOYBA MHTPABEHO3HO HJIM MEPOPAIIHO NMPHIIOKEHHE HA aHTHIOT, N-alleTHILHCTEHH

(NAC), no Bb3MOKHOCT npe3 nbpBuTe 10 yaca. N-alueTH/ILIMCTEHH MOXKeE CbLLO /1a NPel0CTaBH

HsIKaKBa CTEINeH Ha 3alluTa, 1opH U ciaea 10 yaca, HO B TO3M cliydaii uie 0bae He00X0AMMO

MPOALIHKUTEIIHO JICYCHHE.
e CHUMINTOMATHYHO JIEYEHHE

@ YepHoapoObHuTe TecTOBETE TPsAOBA 1a €€ HANpaBAT B HA4YaJI0TO Ha JICYEHUETO AAXC JUBA P 1]
BcekH 24 yaca. OODMKHOBEHO YepHOAPOOHHUTE TPAaHCAMHHA3H Ce BPbIIAT KbM HQ é

[




JIBE€ CC/IMHULIH C ITHJIHO Bb3CTAHOBABAHC HA HOPpMAJiHATA ‘-{epHDﬂpﬂﬁHﬁ qJ}’H KIlMs. B MHOIo TeXKH
CJlIy4am, DGE{‘{’C‘.‘& MOKE J1a C€ HAJTOKH HEPHDHPGE}HH TPAHCILIAHTALIUA.

® XeMo/aMaiani3arta MOKe Jla HaMaljlu KOHLHEHTpAUHUATA HA napalcrtamMolia B 1jiasMarad, HO Ed)EKTHTE ca
OI'paHH4CHM.

5. ®OAPMAKOJOI'MYHHU CBOUCTBA

5.1 dapmakoJHHAMHYHH CBOHCTBA
dapmakoTepaneBTHyHa rpyna: JIpyru aHaareTuuu u antunuperuid, anunuau, ATC xoa: NO2BEO]

TOYHUAT MEXAHU3BM HA AHAJTECTHYHOTO U AHTHITUPETUYHOTO JAECHCTBHUE HA NnapaleTramo He € YCTAHOBEH.
Toil MOXKe 1a UMa LIGHTPAIHO U nepu(EepHO AEHCTBHE.

[Tapaneramon Kabu nma HayanHo JaeicTBre 3a oOsiekyaBaHe Ha Ooskara B paMkuTe Ha 5 10 10 MUHYTH
cjie/l NpuiioKeHHe. MakCHMaJIHUAT aHallIreTHYeH eexT ce nosyvana B paMKUTe Ha | yac ¥ aHasiresusira
0OMKHOBEHO Npojibjikasa 4 10 6 yaca.

[Tapaueramon Kabu nonuxkasa remneparypara B paMkuTe Ha 30 MUHYTH clie]l TPUJIOKEHHUE.
AHTHITUPETHYHUAT e(eKT NpoaAb/KaBa Hal-MaJiko 6 yaca.

5.2 dapMaKOKHHETHYHH CBOHCTBA

Bb3pacTHH

Abcopoyus
CaeJ npujarade Ha eIMHHYHA 1032 U CJIe] MOBTOPHO NPHI0KEHHUE B paMKHTE Ha 24 yaca,
¢apMakOKMHETHKATA HA MapaleTamol € JIMHelHHa 10 2 g.

buoHannuHocTtTa Ha napaueramon ciaea uHgy3us Ha S00 mg u 1 g napaueramos € nojjobHa Ha Tas3u
HaOonaBana cien uHpy3us Ha 1 g u 2 g nponaueramol (cboTBeTcTBalud HAa S00mgu | g
napaueTamMost), CbOTBETHO.

Makcumanuara nja3sMeHa koHueHTpalus (Chax) Ha napaneramos Hado1aBaHa B Kpas Ha 1 5-MuHyTHA
HHTpaBeHo3Ha HHQy3us Ha S00 mg u 1 g napaueramon € okoso 15 pg/ml u 30 pg/ml croTBETHO.

Pasnpeoenenue

O6embT Ha paznpejeiieHue Ha napaueramos € npubausurento 1 I/kg. [lapaueramon He ce CBbp3Ba B
rojisiMa CTeneH ¢ rmiazMeHuTe nporeruHu (okono 10%). JIBagecer MuHyTH cien nHy3usi Ha | g
napateramMos ca HabJo/1aBaHu 3HAYMTE/IHU KOHUEHTPALMY Ha napaueraMmod (okoso 1,5 pg/ml) B
rpbOHAYHOMO3bYHATA TEYHOCT.

buompancghopmayus
[Tapaueramous ce metaboiu3upa OCHOBHO B YepHHs Ap00, clie/IBAalKH /1Ba I'IaBHH Y€PHOJAPOOHH b TH:

KOHIOTMpaHe C rIIOKYPOHOBA KMCEJIMHA U CbC CApHA KUcearMHa. B 103u, npeBHilaBallly TepaneBTHYHaTa
71034, NOCJIEAHUAT BT ce Hacua 0bp30. Masika yact (rno-majko ot 4%) ce MetaboJiu3ipa OT LIHTOXPOM
P450 no peakTMUBHO MEXJAUHHO cheiMHeHue (N-aueTus1 OEH30XMHOH HMHH ), KOUTO MPHU HOP

C HHCTCHH U MEPKANTOINNYPUHOBA KHUCCJIMHA.
HPH MACHBHO NIIPEJAO03HPAHC Gﬁaue, KOJIMYECTBOTO HA TO3H TOKCHYEH METa0OJIHT ce Yy




Enumunupane

MeTabo/IMTUTE Ha NapaleTamoll ¢e eJIMMUHUPAT NpeaAUMHO ¢ ypruHarta. 90% o1 npuiioxkeHara /103a ce
OT/leJIs B paMKUTe Ha 24 yaca, rnaBHo noj ¢gopmara Ha ritoKypoHoBH (60-80%) u cyndarau (20-30%)
koHtoratH. ITo-manko ot 5% ce oTj1eas9T HenpoMeHeHH. | [J1a3MeHOTO BpeMe Ha MOJIYKUBOT € 2,7 yaca, a
oOums Teneced kaupbHe € 18 1/h.

HoBopoieHH, KbpMadeTa H Jiella

dapMaKOKHHETHYHHTE NTapaMEeTpH Ha napaueramoll, HabJioJaBaHH MpH KbpMayeTa  Jella ca noJooHHu Ha
Te3n HaOJI0laBaHy TIPH Bb3PACTHUTE, C W3KJIIOYEHHUE Ha 11J1a3MEHOTO BpeMe Ha MOJIYKHUBOT, KOETO €
MaJiko no-kpartko (1,5 1o 2 yaca), OTKOJKOTO Nnpu Bb3pacTHUTE. [Ipy HOBOpOAEHHUTE BpEMETO Ha
MoJiyeJIMMUHUPAHE € MO-/IbJAro, OTKOJKOTO npu bebderara, T.€. 0koJ1o 3,5 yaca.

HoBopoienu, kbpMayera u jeua a0 10-roauiuna Bb3pacT OTAEIAT 3HAYHTEHO MO-MaJIKO INIHOKY POHU/IHH
1 noBeye cyJipaTHU KOHIOraTH, OTKOJIKOTO Bb3PaCTHHUTE.

Tabnuna: dapMaKOKMHETHYHU CTOMHOCTH, CBbp3aHU C Bb3pacTra (CTAHAAPTU3UPAH KIIMPBHC,
*CLE[dXFnral (].h-l 70 kg-])

Bb3pact Teruo (kg) CLga/Fora (1L 70 kg™)
40 ceaMuM (Bb3pacT Clie]] 3a4E€BAHETO) 3,3 3,9
3 Mecela (Bb3pacT NOCTHATAJIHA) 6 8.8
6 Mecela (Bb3pacT nNocTHaraliHa) e 11,1
| ronuHa (Bb3pacT MOCTHATAJIHA) 10 13.6
2 roaguHy (Bb3paCT MNOCTHATAJIHA) 12 15,6
5 roauHM (Bb3pacT MOCTHATAJIHA) 20 16,3
8 roguHM (Bb3pacT NOCTHATAJIHA) 25 16,3

* CLsq € nonynaunoHHaTa ouenka 3a CL

CrieudaJsHy 1omnyJjauuu

bvopeuna neoocmamvunocm

[Tpu Texxko 6LOpeuHo yBpexkaaHe (kpeaTHHUHOB KAupbHC 10-30 ml/min), eMMHUHHpaHETO Ha
napareTamMoJi e JIeko 3a0aBeHO, BPEMETO Ha MoJiyeJIMMHHUpaHe Bapupa ot 2 j10 5,3 yaca. 3a
FJIIOKYPOHHAHUTE U CYyJI(paTHUTE KOHIOraTH, CKOPOCTTAa Ha €JIMMUHHUPAHE € TPH MbTH NO-HHUCKA MPH
MalMeHTH C TEXKKO ObLOpEeUYHO yBpexk/1aHe OTKOJKOTO NMpH 3ApaBy HHAUBKAMK. ETO 3a1110, KoraTto ce
npuJjara rnapaieTamos Ha MalHeHTH C TeKKO OBOpeUHO yBpexkK1aHe (KpeaTUHHHOB KJIUPBHC

10-50 ml/min), MUHHUMAJIHUAT HHTEPBAJ MEX/Y BCSKO NpHUIIOKEHHE TpsAOBa 1a ce yBeJMyH 10 6 yaca
(BHKTE TOUYKA 4.2).

Hayuenmu ¢ nanpeounaia 8v3pacm
dapmakokHHEeTHKaTa U MeTabosIM3Ma Ha napaileraMmosia He ca MPpOMEHEHHU NpH NMalMeHTH B Hanpe/aHaa
Bb3pacT. He ce u3nckBa KOpeKUHs Ha 03aTa [Py TasH MOomnyaalus nanueHTH.

5.3 IlpeakJHHHYHH JAHHH 32 0€30MIACHOCT
[Tpe AKIMHUYHHTE JJAHHU HE MOKa3BaT 0COOEH PUCK 3a XOpaTa U3BbH HH(OpPMALIUATA, BKJIIOYECHA B

JAPYIHTE pa3/i€JIk HA KpﬂTl{aTa XaApPaKTEpHUHCTHKA Ha IpOo/1YyKTa. Hpﬂy YBAHHA 34 JIOKAJIHA ITOHOCHMOCT KbM
napaueramoll HH(I]}'?:HDHEH Pa3TBOP IMPH TIIJIbXOBC H 3alllM ca NMOKa3aju ﬂnﬁpa [MOHOCUMOCT. JIurcara Ha

peENpOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 Pa3sBHTHCTO.
9




YCTaHOBEHO €, Ye NnapaueTaMoll He € KaHLEpOIreHEeH MPH MBIKKH [UIbXOBE, KAKTO U MPH MBIKKH U KEHCKH
MUILIKH. [TpH KEHCKH NAbXOBE ca YCTAHOBEHHW HEEeJHO3HAYHHM JIOKA3aTe/ICTBa 3a KaHLIEPOreHHa
AKTUBHOCT, OCHOBAHH HA IMOBULIEHA YECTOTA HA MOHOHYKJICapHa KJIEThYHA JIEBKEMHUS.

CpaBHHTEJICH NperJie/l Ha JuTeparypara OTHOCHO FEHOTOKCHYHOCTTA U KAHUEPOreHHOCTTa Ha
rapaieTramMoJi NnoKa3Ba, 4ye reHOTOKCHYHHUTE e(heKTH Ha napaleTaMor ce NposBsiBaT CaMo MPH JI03H Hajl

NpENnopbLYHTEIIHUTE, KOCTO BOAH N0 TEKKH TOKCHYHH E(bE‘I{TH, BKJIHOYHTC/THO U3pa3CHA TOKCHYHOCT 34
HCPHHUA ﬂpﬂﬁ H KOCTHHA MO3bK. npﬂF'bT 34 TEHOTOKCHYHOCT HC CC IOCTHUTA TTIPH TCPAIICBTHYHH J103H

napaueTamoll.

6. OAPMALHEBTUYHHU JTAHHU
6.1 ChnucbK HA NOMOIIIHHUTE BellecTBa
llucreunn

Manuton (E421)

Bona 3a MHXKEeKUUH

6.2 HecbLBMECTHMOCTH

To3u nekapCcTBEH NMPOAYKT He TpsAOBa Ja ce cMecBa ¢ APYrd JIEKAPCTBEHH MPOAYKTH, C H3KIIIOYEHHE Ha
noco4yeHUTe B Touka 6.6.

6.3 Cpok HA roaHoOCT

Heomeopenu ¢hraxon wiu cax
24 meceua

Heomeopena amnyia
|8 Meceua

(1eo nvpeo omeapsine
JlokazaHa e xumMHuyecka u pu3nyecka cTabUIIHOCT Mo BpeMme Ha ynorpeda 3a 24 yaca npH craiHa

TeMIneparypa.

OT MUKpOOHOJIOrMYHA IJIe/IHA TOYKA, MPOAYKTHT TpAOBA Aa Ce€ U3M0J3Ba BeJHara. AKO He C€ U3I0JI3Ba
BeJIHAra, BpeMEeTO Ha CbXPaHEHHE NPH HU3M0J3BaHE U YCIIOBUSTA HA CbXPAHEHHWE Npeu yrnoTpeda ca
OTrFOBOPHOCT Ha NOTpeOuTe/Isi H OOMKHOBEHO He TpsiOBa npeBuiuaBaTt 24 yaca, OCBEH aKO OTBAPSHETO U
CbXPAHEHHETO Ca U3BbPIUCHH NPH KOHTPOJIMPAHU U BaJIUIMPAHU aCENITHYHH YCIIOBHAI.

Axo e pa3speneH B 9 mg/ml (0,9%) narpues xnopua vinm 50 mg/ml (5%) ritokosa, pa3rBopsT TpsiOBa j1a ce
H3I10J13Ba BeIHAra.

Bce nak, ako pa3pe/IeHUsT pa3TBOpP HE Ce U3I10J13Ba Be/lHAra, Jla He Ce CbXpaHsBa 3a noseye or 6 yaca
(BKJIFOYHTEITHO BPEMETO 3a HHAY3HS).

6.4 CneuHa/IHH YCJIOBHS HA CbXpPaHeHHe

,[[H HE C€ CbXpaHsaBa B XJIaJIHJIHHK H 1d HC CC 3aMpPa3siBd.
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3a yCJIOBHATA Ha CbXPAHEHHUE Ha pa3peCHUs JIEKAPCTBEH MPOAYKT BHAKTE TOYKA 6.3.
6.5 Jlannu 3a onakoBKarta

besuserHu, crukieHd amnyiaun ot 10 ml (crbkno tun ).

Crbkienu dpaakodu ot S0 ml u 100 ml (cTekno Tun 11), 3arBOpeHH ¢ XxanoOyTHIOBH 3anyLLIAJIKH H
aJlyMHUHHMEBH/MIACTMACOBH OTYYMNBALLHK CE€ KalayukH.

Caxose oT 50 ml u 100 ml ¢ BbTpewied ¢unm, nopr 3a npujaraHe (MHQPY3MOHEH NMOPT) U MOPT 3a
nobassiHe (MHXEKIIMOHEH MOPT), CbCTABEHH OT NoJxHoJie)HHOBA OCHOBA M NMPO3pavyHa U/UIIK allyMUHHUEBA
BbHIIIHA OOBHBKA M ChAbpiKallla KucjaopojaeH abcopdoep. CakoBeTe ca 3aTBOPEHH C MOJIMU30NPEHOBH
3anyllajKyd U NOJUIIPOINUICHOBH KalaykH.

OnakoBKH:
10 amnyiu

| dyakoH
10 dpnakoHa
|2 dnakoHa
20 dnakona
20 caka

50 caka

60 caka

He BcHuKHM BH0BE ONAKOBKHM MoOrar jia ObaaT nycHarH Ha nasapa.
6.6 ChnenuajJHH NpeanasHu MEpKH NPH H3XBbPJIsiHE H padoTa

bopasene

KakTo npu BCHUKH MHPY3MOHHU pa3TBOPHU BbB (DJIAKOHHM MJIM CAKOBE, CJIe/1Ba Ja Ce ITOMHH, Ye €
HEOOXO0IMMO HENpeKbCHATO HabMoAeHHe 0c0OeHO B Kpast Ha UH(Y3UsTa, HE3aBUCUMO OT MI'BTA HA
BbBek/aHe. TakoBa HaO/O/IcHHE B Kpasi HAa HH(Y3usiTa € OT 0COOEHO 3HaYCHHE NMPH U3IM0JI3BAHE HA
[IGHTpaJIeH BEHO3€EH MbT C 1ieJ1 U30srBaHe Ha Bb3/yLIHa eMOOIus.

CbBMECTHMOCT
[Tapaneramon Kabu 10 mg/ml undysuonen pasrsop moxe aa ce paspeau B 9 mg/ml (0,9%) pasreop Ha

HatpueB xaopua uin B S0 mg/ml (5%) pasteop Ha rimoko3a no 1:10 (exun obem Iapaneramon Kadu
10 mg/ml uady3uoHeH pa3TBoOp B eBeT o0eMa paszpeauTen).

Pa3penenusT pa3TtBop TpsOBa Jia ce NpoBEpHU BU3YyalHO M He TpsOBa Jia ce U3MoJi3Ba npy HaJu4YMeTo Ha
onajieCleH1IMs, BUJUMHU YaCTULIM HJIM YTaHuKa.

M3xBBbpJIsiHE
Hewusznon3BaHUAT JIeKapCTBEH NPOAYKT WJIM OTNAAbYHUTE MAaTEPUAJIM OT HEro TpsAbBa Ja C€ U3XBbPJISAT B
CbOTBETCTBHE C MECTHUTE H3UCKBAHHSI.

7.  TIPUTEXATEJI HA PASPELIEHUETO 3A YIIOTPEBA

Dpezennyc Kadbu bvarapus EOO/]
yi. An. XKeunnos 1, eT. 6, arn. 37
1113 Codus, bearapus
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8. HOMEP(A ) HA PASPEHIEHHUETO 3A YIIOTPEBA

Perucrpaunoner Ne 20120453

9. JIATA HA II'bPBO PA3SPEIHIABAHE/NIIOJHOBABAHE HA PA3SPEHIEHHUETO 3A
YIIOTPEDBA

JlaTa Ha nbpBo pazperuaBane: 20 centemppu 2012 1.
JlaTta Ha nocneaHo nojaHossBaHe: 05 okromBpu 2017 T.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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