KPATKA XAPAKTEPHCTHUKA HA HPOIAYKTA

1. Hme Ha neKapcTBeHMs HPOAYKT

CALPOL
CALPOL 6+

2, KohndecTBeH H KA9ECTBEH ChCTAB

WUHUCTERCTBO HA 3IPABEONASBAHETO

mpwaokeimeisn W60 606D
paspewenue saynorpeball g . 0L 0%

GM/,L?. .00 et

Tepopannara cycriencus cpappxka 120 mg paracetamol B 5 mi (cycrencus 3a 0edera) wm 250
mg paracetamol B 5 ml (cycnencuq 3a nena Haz O-TOANIIHA BH3PacT).

3. JlexapcrBeHa gopma

Ilepopanna cycnescHs.

4., KiHBH4YHHE JaHHH

4.1, NHokazanas

CALPOL cycrieHcHs € IIOK23aH 3a JIcUeHYe Ha JISKH JO YMEPeHH OOJIKM M KaTo aHTHIIHPETHK.
CALPOL e noxasaH 3a CHMIITOMATHYHO Jiedenyie Ha Iapoboiie, HeBpanrus, 360000, 6onKka npx
HEKHEHe Ha 3601Te, BE3IANCHO BP0, TPAI, (eOpHINTET, TpecKa.

4.2. lo3npoBKa H HATHH HA NPHI0KCHHE

e Jlo3upoBKa B g JIEKAPCTBEHO BEMECTBO Ha kg TeaecHo Terdo: Jienma oT 3 mecena jo 12
roguen: 10-15 mg/kg na 4-6 yaca, He moeeue ot 4 no3u 3a 24 gaca.

ao03a paracetamol
BB3pacT TenecHo Teryo (kg)
(exHoKpaTeH npyuem)
0 —2 Mecena 2.5-54 -
3 — 11 mecena 55-79 60 - 90 mg
12 — 23 mecena 3.0-10.9 90 - 120 mg
2 — 3 ronuHH 11.0-15.9 120 — 240 mg
4 — 5 rOEMHH 16.0-21.9 180 — 360 mg
6- 8 roguHER 22.0-26.9 250 —-375 mg
9 — 10 ronuEHn 27.0-319 300 - mg
11 rogpuae 32.0-439 360 mg

Jlexapcreennte dpopmu Ha CALPOL 3a mepopanHo IpHIOXeHne He Tp0Ba ia ce npaeMaT
HOBEYe OT TpY TOCIeHOBATEHH AR 0e3 KOHCYNTAITU C IeKap.

Jena or 6 xo 12 ropunu:
5 go 10 mi CALPOL 6+ CYCHCHCHS 250 o 5 OO mg paracetamol} nepopanto. [lozaTta Moxe Aa

ce MOBTOpH ciefl 4 gaca.

Maxcumansa gaesHa fo3a: 40 ml CALPOL 6+ cycmeHcus (2 g paracetamol).

Jlena ot 1 mo 6 ropmmm:
5 no 10 ml CALPOL cycnencus 3a 6ebera (120 mo 250 mg paracetamol) HepopaJIHO JIo3aTa

MOJKE Ha C€ IIOBTOPH CICH 4 gaca.

Maxcumanaa fgaesna go3a: 40 ml CALPOL cycnencns 3a Oebeta (960 mg /paracefamol

Heua or 3 mecena xo 1 roauna:

e
2,5 no 5 ml CALPOL cycuencus 3a 6ebera (60 mo 120 mg pa:racetamoﬁ\

MO2KC A4 C€ OBTOPH CIIEA 4 qaca.
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Maxcumvansaa gaeesa gosa: 20 ml CALPOL cycniencus 3a 6ebera (2 g paracetamol).

Jena mog 3-meceqHa Bb3pact:

2,5 ml CALPOL cycnescnus 3a 6ebera (60 mg paracetamol) Moxxe Ja ce npuiara Ha bebera Ha
2 mecella, KOHTO Pa3BHBAT BUCOKa TeMIIepaTypa ciiell BakcHHanud. [Ipy HyxXpa MOke fa ce nane
BTOpa 034 cied 4-6 yaca. AKO Tpeckara JepcHcTyapa Clie]] BTOpaTa 1o3a TpaoBa Aa ce IOTEPCH
JeKapcKa IOMOI,

IIpu BCHYKY OCTaHATH MHIAKAIKA B Tasw Be3pacrora rpyna CALPOL tpabBa na ce npunara
IO JIEKapcKo HabmoneHne.

Haunen'm B HaHpeanaia Be3pacT:

HOpMaJIHaTa A03HPOBKA 32 BE3PacTHH € MOAXO0N4IIA 33 3ApaBH IOABIIKHE X0Da B HalpeJ(EHana
BE3pacT; IIipH HEMOIUHH 0633;(31/1}1(3}11»1 X0pa B HalpeiHaia Bh3pactT MOXKe Ja C€ OKaXe II0AX0III0C
HaMalIBaHe Ha KOJIHYCCTBOTO H YECTOTaTa Ha JO3HPOBKatTa (BPI)K 5 2)

ITanpenTH ¢ 9epHOIPOOHA HEJOCTATHYHOCT:
Tpsabpa Aa ce MOAX0K/a BHUMATENHO IpH IPHIOKEHEe HA IepOPAIHHTE NeKapcTBeH: GopMu
Ha CALPOL npu nmHIa ¢ TeXKO YBpexkIaHe Ha depHus Apob (Bux 4.4).

Hanpeny ¢ 6p0petra HeQOCTATHIHOCT:
Tps6Ba Na ce MOAX0XKAA BHEMATENHO NPH IPHAOKeHHe Ha IIePOPATHHTE JEKApCTBEHH (OpMIt
ma CALPOL npu NHIa ¢ yMEpeHo TeKKO JO TEKKO YBpeskaane Ha Gs0perute (Bixk 5.2).

4.3. ITpoTUBONIOKA3AHNA

CALPOL e npoTHBOIIOKA3aH [IPH HALNEHTH CHC CBPLXMYBCTBATENHOCT KbM paracetamol mim
HSKOS OT OCT2HAIHUTE CHCTABKY HA IIPOIYKTA.

4.4, CoenpaJInu NpeaynpexAeHus 1 CHeHAIHH IPeJIa3Ha MepKHA 32 yHoTpeda

CALPOL tps6Ba ja ce Ipuiara BHUMATEIHH IIPH TAIEESHTH ¢ TEXKKO YepHOAPOOHO
YBpEKIAHE H ¢ YMEPEHO TEXKO IO TeXKo OB0pedno yBpexnane. [lanuenTate ¢ 4epHOAPOOHO
3aboliBaHe, IpHEMally XPYTH IIOTEENHATHO XeIaTOTOKCHYHH JIEKapeTBa, ca H3I0KEHCH Ha
TIOBKINEH PHCK OT HHAYIHPAHA OT paracetamo] XenaToToKCHIHOCT (BIDK 5.2).

EHOBpEMEHHOTO IIPHIcKEHHE Ha IPORYKTH, ChABPIKAIIY paracetamol, ¢ IepopaaHuTe
nexapcteern hopmu Ha CALPOL Mozxe na IoBere 10 Mpeo3upane Ha paracetamol ¥ 1Xopafy Ta3m
[pUYHHa TpIOBa Ja ce u3dArea.

4.5. JlexapcTBeHN U IPYTH B3AHMOAEHCTRIHS

HauwmentuTe, TpreMaiy GapbuTypaTi, TPHIHMKINYIHEE aHTHACIPECAHTH W AJIKOXOIM, MOraT Za
HOKa)kaT HaMajieHa CIFOCODHOCT fa MeTabONM3HparT TOJIeMH HO3H paracetamol H ITasMeHIsIT My
TIOJIYKUBOT MOXKE 2 C€ YIbIKH.

ANKOX0NBT MOXKE J1a IOBHIIH XEIaTOTOKCHYHOCTTA Ha NIapaneTaMoJI0BOTO NPERO3HPaHe 1
MosKe OM JompHHAacH 3a OCTPHs IIAHKPeaTHT, HAaOMONaBaH NPy TAlHeHTH, IIPHeNH CBPBX 032
paracetamol.

XPOHMYHOTO IPHEMAHE Ha aHTHKOHBYJICAHTH ¥ HA IEPOPATHHE KOHTPaIeTHBHH CTEPOX/IH
HEAYLHpa YEpHOAPOOHATE CH3UME B MOXKE Jia 3aTPyIHH JOCTHIAHETO HA TepaneBTHYHY HHBA Ha
paracetamol rocpeAcTBOM yckopsaBaHe Ha first pass MeTalonu3Ma Bl KIIMPHHCA.

w

4.6. BpeMeHHOCT H KbpMene
7 /TH

BesonacuoctTa Ha ynorpebara wa CALPOL nipe3 OpeMeHHOCTTA HE € a,uefx(sarﬁo Y
Paracetamol npeMHUHaBa Npe3 MIANESHTATa H JOCTHIA B CHCTEMHATA HHpKyIa) H_a,g:[_g@
KOHIIGHTPAIWH, IOLOOHH Ha Te3H B CHCTEMHATa IHpKyJIalaa Ha MalikaTa. C b BYBAT
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eNHUAESMHONIOTHYHH HOKa3aTeNncTBa, e IPHeMbT Ha TePaleBTHYHH J03u paracetamol ot OpemeHHAaTA
’KeHa 3a KpaTKO BpeMe HE C€ aCOIMHUpa ¢ TepaToreHH! edeKTH IIpKH Y0BeKa.

Brnpeku e paracetamol uMa fokazaHa QETOTOKCHYHOCT IIPH eMOpHONY Ha IUYBX in Vitro (BrOK
5.3), npoBelieHH i vivo IpOyIBAHES HE ITOKA3BAT eMOPHOMETOTOKCHYHOCT IIPH [IIEX0BE B JO3H 10
250 mg/kg/nen.

B enno dapMakoKHHEETHYIHO H3nmrBane Ha 12 KbpMeInTy MalKu € yeTaHoBeHo, ge oz, 1% ot
650 mg nepopanna xo3a, IpHeTa OT MalKaTa, ce OTAENA B KbpMaTa. [TomoOHu napmu ce cro0maBar
H OT APYrH H3NMHTBAHES, CIS/OBATEIHO IPHEMAHMTE 0T MaliKUTe TepanieBTHYHH NO3K He
TIPEJICTABIIBAT PHCK 32 JSTETO.

4.7. EdexTH BLpXy cnocodHOCTYA 32 miodhupane u padoTa ¢ MAHHA

He e BeposaTHO [a IpeRH3BHKE edieKT.

4.8. HekeanH JeKAPCTBeHH PeakIMH

Paracetamol ce M31I0n3Ba IMIPOKO M KOraTo ¢e IpHeMa B IPSHOPHUBAHUTE JNO3H HEXETaHUTE
PeaKiiiy ca JISKH M He YeCTH, 8 ChoOIICHAATA 34 HEXEIAaHH PEaKUH ¢a PelIKH.

Psinko ce HabmonaBat KOXHY OOPHBH B JPYTH AIEPrU4HH PEaKITHH.

ITopeuero chrOOIIEHNA 32 HEKENAHH peaKiyy Ha apaneTaMola ca CBEP3aHy ¢ IIPEfO3HpaHeTo
Ha JIeKapCTBOTO.

Peructpupas ca A30MIPaHH CIy4au Ha TpoMOOIUTOIICHIIHE IIyPIIypa, XEMOIHTHYHA aHEMHS
H arpaHynoIuTo3a.

ITpu enus nanuedT, IpreMan paracetamol B TEpameBTHYHH JIO3H 3@ OKOJIO TOAMHA, Ce
ch00INaBa 3a HogBaTa Ha XPOHHYHA YepHOApoOHa HEKpPO3a, a CIE] eXeNHeBHO IpHeMaHe Ha
rOJIEMH KONHYECTEA OT [IpelapaTa 3a [0-KpaThk eproy ce cbobIasa 3a osBaTa Ha YePHOZPOOHO
yspexaase. [Ipn HaOmoneHre Ha rpyna IAUMeHTH ¢ XPOHHYEH AKTHBEH XENATUT He € OTKPHTA
pasimKa B aHOMalTHHUTe Ha YepHOApoOHaTa QYHKIMA Cpel TE3H, KOMTO ARJII0 BpeMe ca
yorpebsBany paracetamol, HUTO € HabmoaBaHO NOAOOPABAHE Ha CECTOSHUTO MM CIIEN CIIHpaHe
Ha paracetamol.

HedpoTokcHurOCTTa Cliell IpHEeMaHe Ha TepaeBIHYHY IO3Y FapaleTaMol He € YeCTo
SBIICHHE, HO CIIEM NPONBIDKUTEIHO IIpUNarage ¢e cho0IIaBa 33 HalmJaHe Ha NaruiapHa HeKposa.

4.9, Ilpepozupane

ToxcuauuTe eEeKTH © BEPOATHO A2 Ce IPOSBST IIPH BE3PacTHE, IIprein mosewe or 10 g,
PrCK®T 0T Mpeno3upane € MO-BUCOK NpH MALUeHTHTE ¢ HENHPO3HO ANKOXONHO 9epHOAPobHO
3a0ongBane. YBPEXIAHETO Ha YepHUS Apod HpH Jiela el IPeao3upane € OTHOCHTENHO
HeobnyaitHo.

IIpu npeno3upaHe Ha paracetamol Npy MalHEHTH ¢ YEPHOAPOOHOKIIETEYHO YBPEXKIaHe
IOIYXUBOTET Ha paracetamol uecTo ce yABIkara oT 0koJo 2 gaca IIpH 37[paBH BB3pacTHH 1o 4
yaca | [roBeve. YBpexiane Ha IepHoIpoOuNTe KISTKH, 0bade, € HabmronaBaHo | IIPH TaUHSHTH C
HEepPHOJ Ha MOy>KUBOT Ha paracetamol IIO-KLC 0T 4 gaca. YCTaHOBEHO €, e HAMaJleHaTa eKCKPenusa
sa *C02 crex nepopanHo mpHeMaHe Ha 1C-aminopyrine mo-no6pe koperpa ¢
4epHOAPOCHOKIETEYHOTO YBpEIKIaHe IpH Ipejo3upaHe Ha paracetamol, 0TKONKOTO ¢ ITa3MeHaTa
KOHIIGHTPAIMs Ha paracetamol, HoIy)KABOTA Ml ¢ KOHBEHIHOHAIHHTE YepHOAPOOHH TECTOBE.
Tlpu mpegusBrKano oT paracetamol GymMuHaBTHO YepHOAPODHO YBpEXKIAHE MOXE, 6 H8,Csmy
Ha0JIFOAaBa CHIIBTCTRAIIO GROPEYHO YBpPEKaEe opajy TyOyIHa HEKpo3a. ’qec:’rmﬁ'ra,,oGaqq,\_f ce
T10-TOJMIIMa TIPH T3H MMALHEHTH, OTKOJIKOTO IIPH TAKRBa C (PyIMHHAHTEH xena:m’r nop any:

HpKeMa caMo ¢ MHHUMAaJIHA XeHaTOTOKCHYHOCT. X pOHHNYHATA yriorpeda Ha TXOH‘BQPOHTHQ e Lm
JIOTIPHEECTIA 33 OCTPUS TaHKPEATHT, CHOOMEH IPH SAMH HAlUCHT, HpHeI CBp‘B :




B monbnHeHHe KBM OCTPOTO IpeO3MpaHe ce cHOOMaBa | 33 UepHOAPOOHO yBpeKIaHe i
He(QPOTOKCHYHH e(hEKTH ClIe)l exxelHEBEeH pieM Ha CBPBXJIO3H paracetamol.

CHMAOTOMH HA Ipefo3upaHe Ha paracetamol

Brenoct, anopekcis, raficHe ¥ IOBPHIIaHe ca YSCTH PaHHK CHMITTOMH Ha IapaleTaMoJIoBOTO
npenosupane. YepHoapobHaTa HEKpO3a € JO303aBHCHMO YCJIOKHEHHE Ha N1aparieTaMOJIOBOTO
npefosrpane. YepHoApoOGHUTE €H3MMH MOrar Ja ce IIOBUIIAT U IPOTPOMOHHOBOTO BpeMe Jia ce
yoenKd Ha 12 70 48 gaca, HO KIMHHIHHTE CHMITTOMHE fla Ce HPOSABABAT ¢iBa clex 1 mo 6 mHu.

Jleuenne

3a na ce mpexnasy HaUeHTHT OT KBHCHO HPOSBABANIA C& XeNaTOTOKCHYHOCT,
apaneTaMoNOBROTO Ipefo3upate TpAdBa 1a ce Tperrpa He3a0aBHO 3a OTpaHHYABANE HA
pesopbiusra (cToManIen NaBak UK aKTUBEH BBIIICH), NocheasaH oT N-acetylcysteine Bero3HO
um methionine nepopanso. Methionine He Tp6Ba fa ce Hpuiara IpH MOBPHINANA TAITMEHTH HIIH
€IHOBPEMEHHO ¢ AKTHREH BBITIEH.

JlocTuraseTo Ha MAKCHMAJIHY IUIa3MEHH KOHLIEHTPalliH TIpH IpeZlo3upaHe Ha paracetamol
Moke Ia ce 3abasu ¢ 5o 4 gaca, IOpaay Tasy IPHINHA 32 OIEHKA HA PHCKA OT XeNaTOTOKCHYHOCT
IUIa3MEeHHTe KOHIEHTPaIiH TpAOBa Ja ce M3MepBaT Hali-ManKko 4 Jaca Clel IpHeMa.
JonsnauTteHa Tepanus (JonbIHATENHO methionine, IUCTEaMHH BEHOZHO WK N-alleTHIHCTCHH
BEHO3HO) OGHKHOBEHO Ce IpelleHsBa cho0pa3sHo KOHIEHTpaluaTa Ha paracetamol B KpbBTa B
BpPEMETO, H3MHHAJIO OT MOIIBINAHETO.

Tipegnara ce mparsT 3a neyennero ¢ N-acetylcysteine ma ce Hamanu ¢ 30-50% npu nanHenT,
KOHTO HPUEMAT eH3HM-HHIYHPAIIH IeKapcTBa, KOUTO ca 3H0YN0TpeOaBay ¢ alkoXol J5IT0
BpeME HITH CTPajaT OT XPOHHYHO HEIOXPaHBaHe, Thil KATo Te3H HaleHTH MOXE Nia ¢a Io-
IOJATIHBY Ha TOKCHYHUTE edexTr Ha paracetamol (Bmx 4.5 JlekapcTBenH M Apyry
B3aUMOAEHCTBHS).

QOyIMHHAHTHOTO YSPHOAPODHO YBpeKIaHe, KOETO MOXKE Jia ToCeBa IpeTo3HpaHeTo Ha
NapaneTaMolia, H3ACKBa CIeIanU3HpaHo JeICHHE.

5. d@apmaxkogoru¥Hn NaHHU
ATC xon: NO2BEO1
5.1. ®apmMakoArHAMEYTHH CBOHCTBA

Paracetamo! uMa aganreTHYHO ¥ AHTHIHpETHIHO Aetictere. CunTa Ce, Ue TepaNeBTHYHOTO My
IeliCTBHE € CRLDP3aHO ¢ MHXHOUpaHe Ha CHHTe3a Ha TIPOCTATIAHAMHH B PE3YATAT 0T UHXUOMPaHETO
Ha IIMKIOOKCHTeHasaTta. Mima moxasarencTsa, de paracetamol mo-eeKTHBHO HHXHOHpa
HeHTpaHaTa B cpaBHeHHe ¢ nepadepHaTa IHIIOOKCHreHasaTa. [IpoTHBOBE3NaNHTeIHATE
cBoiicTBa Ha paracetamol ca cnabn. ToBa MoKe Ja ce 005CHY ¢ HATHIHETO II0-BHCOKH HHBA HA
KNETHYHH OEPOKCHA3H B MACTOTO HA BB3NANEHUETO, KOUTO IIpeyar Ha HHXHOHpaHeTo Ha
NUKIIOOKCHIeHasaTa oT paracetamol. Ha MecTa, KB/1eTO HMBAT2 Ha KICTHYHHTE NEPOKCHAA3M Ca
HHCKY, HAIp. ipy 60JIKa ¥ TOBHUICHa TeMIepaTypa, paracetamol MoKe YCIeIUHO [a IOTHCHE
MPOCTAraHAXHOBATA CHHTESA.

5.2. apMaKoOKnHeTHEYHH CBOMCTBA

Pezoponus
PezopbrmsTa Ha paracetamol ce OCBINECTBARA IIIABHO Ype3 HAaCHBEH 'rpanc:(pap-@‘q‘g-”f%
yepea. Vi3mpassaHeTo Ha cToMaxa e (paxTop, OrpaHH4YaBant CKopocTTa Ha peao"" 6Uﬁ' 1:&71@"’
TIEPOPANHO IpunomKenud paracetamol. CreoBaTeNHO, BCAKO JEKAPCTBO, 35 tb ek
CMyIEHHe, KOETO IIpOMEHS CKOPOCTTa Ha H3IIpa3BaHe Ha CTOMAXa, BITHiE Bk
pesopOInid Ha paracetamol. E




BspxoBu NIa3MeHH KOHNEHTPaNuH Ha paracetamol ce HabmozasaT Mexay obukaopeHo 30
90 MuEyTH OT IEPOPAHOTO My IIPHEMAHE B 3aBHCHMOCT OT jiekapcTeenara opma. CpepanTte
MaKCHMAIHW [11a3MEHH KOHICHTpanuy Ha paracetamol 12,84 pg/ml Gaxa onpeneneHu ciexn
npunoxenue 52 CALPOL 6+ cycnencus (csappxama 1 g paracetamol) npu BB3pacTHM.

HamauxocTTa Ha paracetamol B crcTeMHaTa IMpKylanus € HellblIHa, Thi KaTo npw first pass
MeTaboM3Ma ce IyOAT pasiyHy KOJMMYECTRA OT JEKapCTBOTO. BHOHANEYHOCTTA NPH HEpOPAIeH
TIpHEM TIpH BE3PAcTHH H3MISKa 3aBHCH OT IIPHETOTO KONMIECTBO paracetamol, KaTo ce HOBHIIaBa
ot 63% ot npueraTa xo3a ot 500 mg o 630 90% or no3ara cnex npuem Ha 1 10 2 g (Iox
dhopMaTa Ha TabneTKH).

Paznpenenenne

PasnipenienienneTo Ha paracetamol B TIOBEYETO TEJIECHA TEYHOCTH € PABHOMEPHO, KATO
rH3uncIeHusT o0eM Ha pasnpenenerue e 0,95 1/kg. ObemsT Ha pasnpenenceHre B TEISCHH TEYHOCTH
(VA/F) nipu penara ¥ HOBOPOREHHUTE € BEPOATHO CXOJEH € TO3M IIpH BE3pacTHHTe. Clles IpHeM Ha
TepaneBTHYIHA 034 HAMa 3a0eneXxuMo CBbp3BaHe Ha paracetamol ¢ rmiasMeHnTe DPOTEHHH.

MeTaGoAH3BM M eJIHMIHHPAHE

ITnazsMeRusT IONYKHBOT Ha paracetamol cirey npueM Ha TepayeBTHYHH J03H € B PAMKUTE Ha
1,5-2,5 uaca, Paracetamol ce Merabomusmnpa 8 YepHHS Apod, KaTo IpH Y0BeKa ¢€ HACHTH HIUpAT
HAKONKO MeTabosnTa. [Jeara riasHu MeTaboNUTa, KOMTO ce eKCKpeTHpaT B YpHHATA, ¢2
TIOKYpoHHuT H cyndatay komorati. Oxono 10% ot npuetns paracetamol ce KOHBEpPTHPA, Ipe3
cTpaduyeH MeTaboNuTeH BT, Upe3 OKCHAA3HATa CHCTEMA ChC CMECeHa QYHKIHS HA HHTOXPOM P-
450, mo eguH peaxTHBEH MeTabomuT acetaminoquinone. Tosz MeTabomut Obp30 KOHIOTHPA ¢
peIyLUHpaH IIIyTaTHOH U ¢ €KCKPETHPa KaTo MICTEWH B KOHIOTaTH HA MEpKaNnTypHHOBaTa
Kucenuua. [[pH IpUeM Ha FONEMH KONHYECTBa paracetamol e BE3MOKHO Jia ce [IONY4H H3UeplBaHe
HA YepHOAPOOHNS NIyTATHOH, KOETO BOJH JI0 NIPEKOMEPHO dKyMyNHpaHe B XeATOLUTHTE Ha
acetaminoquinone, KOHTO ¢e CBBP3Ba KOBAICHTHO C KH3HEHOBAXKHUTE YePHOAPODHH KIETHYHH
Maxpomonexyns. [Ipa Ipenosnpane ToBa MOXKe Ja HoBefe A0 YepHoApobHa Hekposa. O0musr
KIMpPBHC Ha paracetamol ciefi mprueM Ha enmamryHa fo3a (1000 mg i.v.) e npubmmsutento 5
ml/min/kg.

Exckpenmara Nipe3 6B0penuTe BKITIOYBA IMOMepyNHA QHITpalus u nacksHa ofparsa
pesopbuys, cynbaTHHTE B MHEOKYPOHHAHMTE KOHIOTaTH ca 00eKT Ha aKkTHBHA 0b0pedHa Ty0ynna
cexpenus. BROpeHAAT KIMPBHC Ha paracetamol 3aBrcx oT feura Ha YPHHATA, HO He ¥ OT pH.

To-manko oT 4% OT IpHIOKEHATA AO3a Ce eKCKpeTHpa KaTo HarpoMeHeH paracetamol. IIpu
3ApaBy Xopa mpubnuznTtenso 85-95% ot TepameBTHYHATA J03a Ce EKCKPETHpa B YPUHATA B TCUCHHE
Ha 24 yvaca.

PapMakoKHHETHKA NPH MANUCHTH ¢ 060peqHy yBpeRianus

CpenuusT NIa2MeH HONYKEBOT MEXKAY BTOPHS M OCMUs Yac € CXOHEH NpH HOPMAITHHUTE X0pa
¥ IalAeHTATe ¢ GEOpeTny yBpeKIaHks, HO IPH NAHEHTATe ¢ Gr0pedHy yBpexaanus paracetamol
ce eMMMHUHNpa T0-0aBHO Mexy 8-ust 1 24-us 4yac. [Ipi nalueHTHTe ¢ XpOHHYHA OB0peuHa
HEOCTATHUHOCT CE MOABABRA OTUETIINBO aKyMyJIHpaHe Ha MIIOKYPOHUTHH | cyidarHi KOHIOTaTH.
TIpw naupenTy ¢ XpoHHYIHa GEOpeYHa HEZOCTATEIHOCT € BE3MOMKHO JIO-TOJSIMO €TMMHHHDPAHE Ha
3aIBPKAHUTE [apAIeTaMOJIOBH KOHIOraTH ¢ OrpaHHYeHa PereHepalis Ha OCHOBHATa
¢opmMa.VBemnuaBane Ha UHTEpBaia MEXIy AO3ATe paracetamol ce Ipenophysad IPH BE3PAaCTHH C
XpoHHYHA OROpeYHa HeJoCTaTEIHOCT. XeMOAHANH3aTa MOKe fa JOBee N0 HaMalliBaHe Ha
IITa3MeHUTe KOHIEHTpanuy Ha paracetamol B nopanu Ta3y NpHYWHA 3a IOARBPXKAHE Ha

TepaeBTHYHH Ia3MEeHl KOHISHTPpalHy Ja CC HaAIOXH TIpAarade Ha ,HOH’LIIHHTC%@E?}%.};\
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paracetamol. ST B A
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dapMaKOKHHETHKA NPH NAIUEATH ¢ YEPHOJPOOHA HEAOCTATLIHOCT, ‘{f::.l,/ %
Cpenuusr IasMeH IOYKHEBOT Ha paracetamol e cxonen npu Hopmajlma:;ré% XOpa: H-hn

TIAIEEHTHTE ¢ IEKO YepHOAPOOHO 3a00IsBaKe, HO € 3HAYNTENHO YABIDKeH (¢ \{IpHOI3]
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IpH MATUEHTHTE C TeKKO YepHopobHOo 3abonspane. KnpHuynara 3HaYHMOCT, 00aye, Ha
YUBIDKEHHS OLYKHBOT € HEACHA, ThH KaTo HsMa JOKA3aTeICTRA 34 aKyMyJIMpaHe Ha JIEKapCTBOTO
HITH XE€IATOTOKCAYHOCT HPH MAITHECHTHTE C YePHOAPOOHH 3200 IIBAHASH KOHIOTANATA Ha
TAyTaTHOHA He € BiomeHa. [Ipunoxenuero Ha 4 g paracetamol ZHEBHO B poakLKeHHe Ha 13 mHH
rpu 20 nanuenTa ¢ XpoHWYHa cTabmiHa yepHoapobHa OoecT He JOBENE O BIOMIaBaHE Ha
yepHOApoOHaTa dyaknud. [Ipu nexa yeproapoOHa GolecT HiMa JOKA3aTENICTBA 3a BPENHOCT Ha
paracetamol, npremMaH B TepaneBTHIHH N03H. [IpH Texka yepHoApobHa HonecT, o6ade, IIa3MEHHAT
TIOJY)KHBOT Ha paracetamol e 3Ha9MMO YIBIDKEH.

PapMaKoKHHETHKA IPH HAIHCHTH B HANPEXHAI2 Bh3pacT

IIpuema ce, 9e pazaHKHTE BEB (GapMaKOKHHETHIHHTE IapaMeTpH, HabJIroAaBaHe MeKIy 3paBH
MIaJIA | 3IpaBy Xopa B HallpeJHaa B3pAcT He ca KIMHUYHO 3HATUMH. BBIIpexu ToBa,
CHIIECTBYBAT H3BECTHH OKA3ATENCTBa, KOWTO NPEIHOJIATAT, Y€ CEPyMHEMS NONYXAUBOT Ha
paracetamol OTHETIHBO Ce YABDKasa (¢ npubnmanrenno 84%), a KMUPHFHCHT HaMaisIBa (C
npudnuzutenso 47%) npu HeMoLTHATE 00€3IBIKEHH HAHEHTH B HallpelHaNa BE3PacT B
CpaBHEHHE CHC 3APABY MIIAJH MAITHESHTH.

MdapMaKoOKHHETHKA IIPH Jena

KipHuYHY H3MUTBAHAS Ca TI0KA3aJH, e IPpH HoBopoaeHH Ha (-2 xuu M fena Ha 3-10 romumm
paracetamol cyndat e ocHoBaus MerabonuT Ha paracetamol. JiaHHUTE IpH BE3PaCcTHH M JELA HAT
12-ropuiria BL3pacT MOKA3BAT, U¢ OCHOBHUAT MeTa0o0JMT ¢ IIOKypOoHHeH KomtoraT. Hama, obave,
3HAYAME CBBP3aHH C BB3PACTTA pasiiuky B 06IIaTa CKOPOCT Ha eIMMUEHEpaHe Ha paracetamol amm B
OGILOTO KOJHIECTRBO IEKAPCTRO, KOETO CE YCTAHOBABA B yPHHATA.

5.3. llpeqKIHHHAYMHE JAaHHA 33 0€300ACHOCT

MyTareHHOCT

C noMoInTa Ha OaKTepHaTHH H3CHSIBAHNS 32 MYTATEHHOCT € YCTAHOBEHO 4e paracetamol He e
MyTareHeH, BLIPEKy Ue e HabToqaBaH SBeH KIaCTOTeHeH e(hekT B KeTKH oT O03alHUIH in Vifro
crex excrosunua Ha paracetamol (3 u 10 mM B npoxsinkenne Ha 2 waca). Msciensanuara in vivo
3a MyTAreHHOCT Ha paracetamol npu 6o3afiHNIY ca OTpaHHYeHH ¥ IIOKa3BaT NPOTHBOPEYHBY
pesyarata. [Topamu Ta3u npuynsa HHGOPMALHATA € HeAOCTAThYHE, 38 Ja C& ONPEeNeN Jal
paracetamol IIpefcTaBisBa MyTareHeH PHCK IIPH 9OBEKa.

KapunsoresHocr

Habro1aBano € IOBMIICHHE B YECTOTaTa Ha HAKOH TYMOPH Cle]l IEPOPANHO IPHIOXKEHHE Ha
paracetamol IIpH IUTEX0BE ¥ MAIIKK. HaMa ajeKsaTHH JOKA3aTENCTRA, 34 [a Ce ONpPEIeiH
KapIMHOTEHHHST MMOTEHIWAT Ha paracetamol] Ipu JoBexa,

TepaToresHoCT

B kyrruBrpaHd eMOpHOHR Ha IITBX € HAaOJI0AABaHO pasBiiie Ha aHOMAMH KaTO MEHUHIO - U
eHIedanoneNe ¥ HeIIEIHO 3aTBAPIHE Ha XOPJANHATA Jbra ClIefl eKCIIO3HINS Ha paracetamol B
HponsKene Ha 48 yaca npH koHnenTpanuu oT 0,3 mM K no-BUCOKH. ToBa IpefcTaBINBA
IPONBIDKATETHOCT Ha eKCIO3HIHATA 12 [WETH TI0-TOIAMa, OTKOJIKOTO IIPH 90Beka (paracetamol B
TepaneBTHYHH A03H OGMKHOBEHO CE W3UUCTBA OT KPBBHUA TOK 32 4 4aca) H KOHUEHTpalsI Ha
eKCIIO3UIMATA eKBHBATEHTHA Ha MAKCHMAIHATA [LIa3MeHa KOHNeHTparys py Joseka (0,15mM)
clief npunoxernne Ha 1,5 g paracetamol.

DeprHANTET
Habmonasana e arpofhus Ha TECTUCHTE IIPH MBXKKH INTEX0BE IpU EpOPANCHLIPHEM.) Ha

rosemMu A0o3u paracetamol (500 mg/kg) B nponemkenne Ha 70 nau. Hama JlaHHHasa e@el{mféi Ha

paracetamol BBpXy depTHIATETA IIPHE YOBEKA.

6. dapManeBTH4YHH NAHHH



6.1. Cinebk Aa MHOMOINHATE BEHICCTBAa H TCXHHTEC KOJIHYICCTBR

TomoniHo BEECTBO Kommectao B Smi Komryecreo B Sml
Calpol (120mg /5ml) Calpol 6+ (250mg/5mi)

Hydrogenated Glucose Syrup 2.813 ml 2.369 ml
Sorbitol Solution 1.745 ml 1.469 ml
Glycerol 0.315ml 0.244 mi
Cellulose Dispersible - 87.50 mg
Xanthan Gum 7.50 mg -
Methyl Hydroxibenzoate 5.00 mg 4.00 mg
Polysorbate 80 - 5.00 mg
Flavour, Strawberry 500018-E 0.013 mi -
Flavour, Orange 510652E - 0.009 ml
White Sugar Flavour FP731 - 0.01 ml
Carmoisine, E122 0.075 mg

Yellow No 6 Soluble/Sunset Yellow F, E110 - 0.25mg
Purified Water 5.000 ml 5.000 mi

TpsOBa N2 ce 0Opblia BHEMAHAE HA IOMOIMHHUTE BEIIECTBA , T KaTO MOXKE Ja ca
HE0OXOAVMH NpeAa3sHyd MEPKH H NPEeAyNPeXAaHHs, HAIPHEMED, aKo IPOXYKTET ChABPNKE
dpyKTO3a, TpAORa Aa rMa NpeNyIpexIcHAS 33 PEXOBHO MHEHE Ha 3BR0HTE.

6.2. PH3HKOXHMHEYHH HECHLBMECTHMOCTH

CALPOL cycnencus na HE ce paspexna.
Axo e npeanucano paspexaane Ha CALPOL6+, a ce manonssa CALPOL cycnencus 3a

Oebera.

6.3. Cpok Ha rogHOCT .

3 TOmHHA

6.4. Criengajasu yenosus 3a ChbXpaHeHHe

Ha ce cexpansea npu Temneparypa o 25°C. [la ce masu oT CBETIMHA.

6.5. /IaHHH 32 ONMAKOBKAaTa

ITppByYHa OHAaKOBKa: OYTHIIKA OT THMHO CTBKIIO C IIFIACTMACOBA KANavKa 3alliTeHa OT
OTBapsHeE OT JAena.

Besixa onakoBka ChABpPIKa MEepUTENHA IBKHUKA OT 05014 nracTMaca.

Kosmuecteo B enna onakoska: 100 ml

6.6. IIpenophLKH npn yonorpeda
n/a

7. Vime wm aapec Ha mMpHUTeXaTe sl HA pa3pellieHHETo 3a ynoTpeda

Glaxo Group Ltd.
Greenford road, Greenford,
Middlesex UB6 ONN, UK




8. PermcrpannoHeH HoMep B persctbpa no wi. 28 3JAXM

Calpol: 960 03 06/13.12.1996 1.
Calpol 6+: 960 03 07/13.12.1996 1.

9. JlaTa Ha MEPBO paspelaBaHe 32 ynoTpeda Ha JeKAPCTBEHUS NPOAYKT

Hwsppa perucrpanus B boarapug ga 13.12.1996

10.IaTa Ha (vacTAYHA) AKTYAIH3ANMSA HA TEKCTA

Issue: 04, 13/09/00



