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Calpol 250 mg/5 ml oral suspension | — e
2. KAYECTBEH U KOJIHYECTBEH CBbCTAB

[Tepopannara cycrensus cpabpika 250 mg/5 ml napaueramon (paracetamol).

[ToMoOL[HM BelecTBa: copoHTOI, 3aXapo3a, MeTHUI napaxuapokcubensoar, xbar ouseruren (E 110),

HATpHI1, eTaHos, npomuieHrmkkon (E1520)
3a [TBJIHUS CIIMCHK HA IMOMOIIHHUTE BellecTBa, BXK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

[TepopaiHa cycrieH3Hs € KBJITO-OpPaHKEB LBAT U apOMAaT Ha NOPTOKaJl.
4. KJIUMHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHUHA

Kanmon e moka3aH 3a BpeMEHHO oOjeKueHHe Ha JIeKH J0 yMmMepeHH OOJIKM M IOHHXKaBaHe Ha
TeMreparypara.

4.2. Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

BonkoycnokosBamure 06e3 pelenTa ca rnpeaHa3HauyeH 3a KpaTKoTpailHa ymotpeda, OCBeH aKko He e
YyKa3aHO JIPYToO 0/l HaOII0JAEeHHEeTO Ha JIeKap.

Jlena ot 6 10 12 roaunm:

Bb3pact Ha jgerero Ho3a Ipuaoxenne (3a 24 yaca)*
[Tog 6 roguuu He ce npenopnuBa | Henpuioxumo

6 — 8 roJIMHU 5 1':11 i 4 HT.:T:i

8 — 10 roauHu 7,5 ml (5 ml + 2,5 ml) 4 nbTH |
10 — 12 roanum 10 ml (5 ml + 5 ml) 4 mbTH

e Jla He ce jgaBaT noseue OT 4 /103U 3a nepHo ot 24 yaca

e Jla ce ocTtaBM Hal-MaJKo 4 yaca MeX1y J03UTE

e Jla He ce jaBa JIEKApCTBOTO Ha JETE€ B INPOABIDKEHME Ha IoBedye OT 3 JHM, Oe3 JeKapcko
HaOJIIO/1eHHE.

BakHO e 1a ce pa3k/jaTH OyTHJIAKATA B IPOIb/KeHHE Ha Hail-manko 10 cekynau npeaun ynorpeda.

Jlena Ha BB3pacT 12-16 rogunun: 10 — 15 ml (ase g0 Tpu 1031 0T S ml) 10 4 IBTH THEBHO.
Bw3pacthu u neua Haja 16 rogunu: 10 — 20 ml (aBe a0 yetupu 1034 0T 5 ml) 10 4 IbTH JAHEBHO.




YunorpeGa npu nauueHTH B cTapuecKa Bb3pacT
He e HeoOXx0a1MO KOpHrHpaHe Ha [o3aTa MpH MalMeHTHTE B CTapyecKa Bb3pacT.

4.3.

IpoTHBONOKA3AHHA

Kasron e MpoTHBONOKA3aH NPH MALHEHTH CbC CBPBXUYBCTBHTETHOCT KBM TapalieTaMOoN HiH KbM HAKOE
OT MOMOIIHUTE BELLECTRA.

4.4.

Cneuna/Hu Npeaynpexaenus 1 npeana3Hi MEPKH NpH ynoTpeba

[peaynpexxaeHue 3a npemo3vpane: [IpHemaHeTo Ha 10-BUCOKA OT NPENOPBYHTENHATA N03a
(npepo3dpaHe) MOXE [Aa IpelU3BHKa YBpPe)KAaHE Ha YCpHHA apo6. B ciyuait Ha npenosHpaHe,
TpaGBa BeJHAra Aa Ce MOTHPCH Jiekapcka moMoll. bbpsara AekapCka IMOMOIL € KPUTHUHA 32
BB3PACTHHTE, KAKTO M 3a [ellaTa, IOpPH H aKo He ce 3a0ensd3BaT HAKAKBM MPH3HALM KN
CHMITTOMH.

[TpeaynpexacHHe 3a aTKoxon: Jiuuara, KOHTO XPOHMMHO 3/I0YNOTPEOABAT C aIKOXO, TpsaOBa ga
ce KOHCYNTHPAT ¢ Jiekap Aaiu TpaGea a MpHeMaT napateTaMmos Win ApyrH 601KoyCrnoKosBally
WJIH JIEKapCTBa 3a HaMaliiBaHe Ha TeMIepaTypara.

[MaureHTH ¢ YepHOAPOGHO 3a6onsaBaHe TpAOBa Ja ce KOHCYATHPAT C JieKap Mpeax ynorpeoda.
MHoro psako ce c¢boOlllaBaT CepHO3HH KOXHH peakUWH KaTo OCTpa reHepanvsupana
ex3aHTeMaTo3Ha mycTynosa (AGEP), cunapom Ha Stevens - Johnson (SJS) m TOkCH4Ha
envaepManHa Hekponusa (TEN) H nekapcTBeHa peakuys ¢ €03MHOQHANS H CHCTEMHH CHMITOMH
(DRESS) ca chOIAaBaHU MHOTO PAAKO TPH TIALMEHTH, NOy4aBalluy napaueramon. Ilanuenrure
TpsaGBa Aa ObAAT HHPOPMHUPAHH 33 NPH3HALMTE HA CEPHO3HHM KOXKHH PEaKLMH K ynorpedaTta Ha
neKapcTBOTO TPAGBa Jla ce NpeyCTaHOBH MPH TbPBA MOSBA HA KOXKEH OOPHB WIIH HAKAKBB 1pYR
MPU3HAK Ha CBPBXUYYBCTBHTEHOCT.

Ila He ce ynoTpebsaBa ¢ Apyr NpOAYKT, ChALPXKALL NTApaleTamol.

AKO CUMOTOMHTE MPOABIDKABAT MM Ce BIOWIABAT WM aKO Ce MOABAT HOBH CHMIITOMH, TpsOBa
Ja ce Hanmpaey KOHCYITALHUA C JIEKap.

Covavpxa 1,469 ml copburon Ha 5 ml. CopOuTomsT MOXKE Aa NMPHYHHH CTOMAIIHO-YPEBEH
auckoMopt U nek cnabureneH edexT.

Chabpika 2,1 g 3axaposa B 5 ml. Tosa TpabBa Aa ce B3eMe NpeABHA NPH MALMEHTH CBC 3aXapeH
auaber.

Cohabp:ka METHA napaxuapoxcubensoar. JlekapeTBoTo MOXKE Jla MPUYHHH aNepriyHH peakiHH
(BepoATHO OT 3abaBeH THM).

Cuabpaxa xbnT ousetruren (E 110). JlekapcTBOTO MOXe a MPUUHHK AJICPrHYHH PEAKLMH,

ToBa JlekapcTBO ChAbPXKA no-Manko ot 1 mmol Hatpu# (23 mg) Ha 5 ml, T.e. MOXe Aa ce Kaxe,
ye MPaKTHYECKH HE CHABPIKA HATPHA.

Tosa nekapcTBo chaspika 0,0749 mg ankoxon (eranon) e BeekH 5 ml. KonmdecTeoto B 5 ml
OT TOBAa JIEKAPCTBO € EKBMBANEHTHO Ha mo-Manko ot | ml 6upa win 1 ml Buno. Mankoto
KOJIMYECTBO aNKOXOJ B TOBA JIEKapCTBO HAMA ia Ma 3abenexumu eexTy,

Tora nekapcTBo cpABpxa 9,7185 mg nponunenrnuxon (E1520) puB Bceku 5 ml.

CwoOlueHn ca cayyad Ha merabonMTHA auMpo3a ¢ rojasMa aHMoHHa npasHuHa (HAGMA),
ABLIDKALLA CE€ HA MWUPOrNYTAMHHOBA aUMO03a MpH MaLMEHTH C TEXKO 3aDonsBaHe KaTo TEXKO
6b6peuHo yBpexKAaHE H CENCHC, HAH NPH NALMEHTH C HEAOXPaHBaHe WIH ¢ JPYrH H3TOYHHLIM Ha
nehyUHT Ha [JIYTATHOH (HAarp. XpOHHYEH aJIKOXOM3bM), KOUTO Ca JIeKyBaHH C NapaleTaMmon B
TepaneBTHYHAa [032 3@ NPOAB/DKUTENEH Nepuod unM koMOuHalMs OT MapaueTamon M
bnyknokcauunuH. Axo ce noaosvpa HAGMA mopanu nuporiryTaMHHOB2 allMA03a, Mpenopbsa
ce He3abaBHO MpPEKpaTABaHE HA MApalleTaMoN U BHUMAaTeNnHO HabmoneHne, MisMepBaHeTo Ha 5-




3a NpoayKTH ¢ JO3HPOBKA 38 BL3PACTHH:

Vnorpe6aTa Ha napaleTaMo MpH HAKOU BB3PACTHH C XHUIIEPTOHHA MOXKeE Aa IOBEIE A0

IOBMILIaBaHe Ha KpeBHOTO HandraHe (BP). MMa MHOXKecTBO mNyOMHKYBaHH paHAOMH3HpaHH
xouTponupanu npoy4eanug (RCT) u crnoHCOopHpaHH OT KOMHNAHHATA MPOY4YBaHHA, KOMTO OLECHABAT
edeKTa Ha M[apaUeTaMOJN, CPaBHUTENHH areHTH, wund mnauebo Ha BP. Pesynrarure or TesH
NpoyuBaHus He ca OMIM MOcnefoBaTeNHO, KaTO HAKOM CBOOLIABAT 33 CTATHCTHYECKH 3HAYHMO
yBe/IMYEHHE Ha MPOMAHA OT H3XOJHOTO HUBO CITPAMO Manedo WiH CpaBHHTENEH NPOAYKT H APYTH HE
cpo0miaBat 3a TaxkoBa ypenuueHne Ha BP. RCT Ha maiuneHTH ¢ XUnepTroHus, MpHeMauy napaneramor
4000 mg/neH 3a 14 AHH NOKa3BaT NOBHILABAHE Ha aMOYIaTOPHHUTE H3MEPBAHHA HAa CHCTONMHOTO AH npu
HAKOH MHAMBHAM, KOPHIHPAHOTO ¢ Tuialebo yBeNHIeHHE HA CPEAHOTO JHEBHO BpeMe aMOyIaTOpHOTO
cnctonHo AH e 4,7 mm Hg (95% (I, 2,9-6,6). [lbiirst TepMHHATE CEPACYHO-CHAOBH yCIOXKHEHUA HE Ca
npoyusanu B PKU ¢ napaueramon. He e umano Manku ysenuueHus Ha BP 3a mo-manko o1 12 ceaMuim
JAOKA34aHO, Ye BOAM N0 3HAYHMO yBENHYEHHE Ha ChPACUHO-ChAOBHUTE CHOHTHA. AKO MAlMEHTHT HMA
BUCOKO KPHBHO Ha/ATaHe, Aa HE CE€ W3NON3Ba fI0-ALIro OT YKa3aHOTO, OCBEH aKO He € YKa3aHo ApYTo.

4.5. BzaumoneHcTBHE C APYIrH JIEKAPCTBEHH NPOIYKTH K ApYrH GOPMH HA B3aHMOJEHCTBHE

VrnoTtpeba cbe che JUHEHUS, NoA00HH Ha BaphapHH

[pu noBeyeTo nauMeHTH, ynotpebaTa Ha napaleTaMon OT BpeMe Ha Bpeme 00HMKHOBEHO HMa MaThbK
edekT unM BLo6ue He noBnuaBa INR npu NalKMeHTH Ha XPOHKYHA Tepanus ¢ BapdapiH. CniopHa e
o0aye BE3MOMKHOCTTA NapaLieTaMolT Aa MOTEeHIHPa AHTUKOAryIaHTHUTE edekTH Ha BapdapHH 1 IPYTH
KyMapHHOBH npou3eodHy. [Taunenture Tpabra a OBIAT HHCTPYKTHPAHY fa C€ KOHCYNTUPAT C JIEKap
wnu (apMaLeBT Npeay yrnotpeba, ako NpUemMaT paspexxIallng KphBTa JEKapCTBEH NPOAYKT BaphapuH
WM IPYT'd KYMapyuHOBH MIPOU3IBOIHH.

D NyKIOKCAMINH
CrobiiaBa ce 3a BUCOK aHHOHeH arcbanaHc nmpu MeTaboIuTHATA alua03a OT NHPOTIYTAMHHOBA

KucelnHuHa (5-0KCOMpOIHHEMHA) NPH ChBMECTHA yroTpeda Ha TepaneBTHYHH J03M MapaleTaMon u
dayxnoxcanuanH. JlauueHTUTe, 33 KOMTO ¢¢ cho0INaBa, Ye ca Hai-3aCTpalICHH, Ca BB3PAaCTHH JXEHH C
OCHOBHO 3a00JfBaHe KaTo cerncuc, aHoManusa Ha 6b6peunara pyHKUUA U HeAoXpaHBaHe. 1]loBedero
MaLUEHTH ce MoJoOPABAT ciesl CUpaHe Ha eJHOTO WM U ABere nekapcTsa. [lanmenTure Tpabea aa ce
KOHCYJITHPAT C leKap WK (apMauesT npeau ynorpeba, ako NpHeMaT aHTHOHOTHKA (PIIYKIIOKCALHUITHH,
Tpsa6Ba Aa ce BHHMAaBa, KOTaTo MapaueTaMon ce H3MOoI3Ba €JHOBPEMEHHO € (QIIYKIOKCALMIHH, THH KaTo
mapajielHdAT NMpUeM € CBbp3aH ¢ MeTaDonMTHAa auMao3a ¢ roiliMa aHMOHHA MpasHHHA TopagH
(IMPOTYTaMHHOBA alHA03a, 0COOEHO MPH NAUMEHTH ¢ PUCKOBH (PakTOpH (BXK. TOUKa 4.4).

4.6. Deprnauter, OpeMeHHOCT H KbpMeHe

HsmMa anexkpaTHH H A00pe KOHTPOAHPAHH KIIMHUUHYK H3MHTBAHUA NIPH OpeMeHHH WM KbPMEIH KEHM.

Korato ce mpuiara npy MaifkaTa B TepaneBTHYHM T03H, IIapalieTaMoll MpeMHHaBa pe3 NIALEHTaTa BbB
dbetannoTo KpeBoobpalleHue oule 30 MUHYTH cllell TOTNBIUAKETO H ¢€ METab0IM3HPa e)EKTHBHO Ypes3
cyndaTHa Komorauna B mioaa. Korato ce npueMa cropesi yKa3aHHsATa, DapaleTamMon HE IMOBIHABA
HeOnaronpvATHO OpeMeHHaTa >keHa MIIH TUI0AA.

[TapauneTamon ce eKCKpeTHpa B KbpMaTa B HUCKH KOHUeHTpatumH (0,1% xo 1,85% ot norsnHatara or
Mmaiikata 103a). [TorTeiianeTo Ha TepaneBTHYHH A03U MTapateTaMol OT MaHKaTa He MPeACTaBIIsiBa PUCK
32 KPMAUETO.

FonaMa 4acT OT JAaHHUTE 3a OpEMEHHM XCHM HE NOKa3BaT HUTO MandopMaTHBHa, HUTO (heTo/
HEOHATATHa TOKCHYHOCT. EnMAeMHONOrHYHHTE MPOYYBAHHA 3a Pa3BHTHETO Ha HEBPOIOTHATA MpH
neta, U3NOKEHU Ha [MapalleTaMon in ufero, NOKAa3BaT HEOIPEIENEHH pPe3ynTaTH. AKO € KIHHHYHO
HeoOXxoqUM, MapaleTaMo MoKe [a ce M310JI3Ba 0 BpeMe Ha OpEMEHHOCT ¥ TpAbBa fa ce U3MoJ3Ba B




To3u npoayxt He TpabBa Ja ce mpHeMa o BpeMe Ha OPEMEHHOCT WIM KbpPMEHE, OCBEH aKo
NOoTEeHLHWAIHATA 1033 OT JIeYeHHMeTO 73a MalKara HaJBMINaBa BbIMOXHHTE pHCKOBE 3a
pa3sBUTHETO HAa nNoka WM KbpMeHoTo Oebe. IIpenopnuMrenHa € KOHCYNTAauHA C JieKap Mpeau
NPHJIOKEHUETO NPU DPEMEHHH HIIM KbhpPMEILH XKEHH.

4.7. Edextn BbpXxy cnocofHocTTa 32 wiodupane 4 padoTa ¢ MallIHHK

He e u3BecTHO Jaiy NapaneTaMosl OKa3Ba BAHAHHE BBPXY CHOCOOHOCTTaZ 3a lIodupaHe U paboTa C
mamimHK. KIHHHYHUMTE AaHHH MOKa3BaT, 4Ye IMapaleTaMmoll He IMOBNHABRA pafoTata HAa HEPBHO-
MYCKYITHATa CUCTEMA.

4.8. HexenaHH NeKapCcTBeHH peaKUUH

Hauuy OT KIMHHYHH NPOYYBaAHHUSA
BelonacHocTTa Ha ieKapcTBa ChABPXKALIM CaMO NapaleTaMoll 0T JaHHKTE OT KAMHHYHH NpoyYBaHUA
IIpH BB3P&CTHH € Bh3 OCHOBA Ha 59 paHIOMH3HpaHH, M1aLe00-KOHTPOIHPaHH KJIHHUIHY MPOYYBAHUA

3a OlLleHKA Ha nedeHHUETOo Ha OONKa U TEMIIEpaTypa.

He ca ycraHOBeRH HexelnaHn cbOUTHA ¢ decToTa > 1% cnpamo nnanebo 3a NekapeTsa, ChAbpKaILMY
caMo apaleTamon B paHIOMH3HpPaHH, M1ale00-KOHTPOINPaHH KIHHHYHK MPOYYBAHHA, OLICHABALLA
neyeHHeTo Ha OoJka U TeMIlepaTypa IIpH BB3PAacTHH WIH Jela.

[TocTMapKeTHHTOBH ZaHHH
Hesxenauure nekapcteenm peaknud (HJIP), maeHTHQHUHpaHH 110 BpeMe Ha MOCTMapKETHHTOBUS OMNUT

C nlapareTamorn, ca BkiroueHu 8 Tabnuua 2. B tazn Tabnuiia yectorarta € NpeACTaBEHa CIOPEXR CleIHaTa
KOHBEHI[UA:

Msoro yectn  21/10

HectH >1/100 po < 1/10
Heuectn >1/1000 a0 <1/100
Peaku >1/10 000 pgo <1/1000

Muoro peaxn  <1/10 000
C "Heu3ssecTHa 2ecToTa (OT HANHYHHTE JAHHM HE MOXKe Ja ObI¢e HanpaBeHa OlLEHKA)

Tabauua 2. HeXxenaHd JeKapCTBeHH PeakUHH, HACHTHQUHUHPAHH N0 BpeMEe Ha
NOCTMAPKETHHIOBUA ONHT, ¢ TEPANEBTHYHH J03H Ha NAPARETAMO. N0 KATErOpHA HA MeCTOTATa,

H3IYHCIeHA OT CMOHNTANHH CLODIICHHA

CucremMo-opraHes Kaac [Ipennountar TEPMHH 3a HEXEJaHa peakius
Kareropus 110 yecrora

Hapymenust Ha HMYHHATA CHCTEMA
MHoro peaku Anaguraxmuuna peakyus
MHoro peaku Cepuvxuyecmeumennocm

HapyuieHna Ha Koxxara
M NOJAKO0XKHATA ThKaH

MHoro peaku Duxcupan obpue

MHoOro peakH Cupbaui obpus

MHoro peaku QObpus

MHoro peaku Ypmuxapus

Hacnenpanus

MHOro pefKH Hosuwenu mpancamunasu’
Hapywenns Ha MeTaboJH3IMa H XPAaHEHETO ]

C HeM3BECTHA YECTOTA Memabonrumua ayudo ~

AHUOHHA NPAZHUKA




THUHCKO HUGQ HO NOBUWHENUE WO MPAHCAMUNHAIUME MONCE Od BL3HUKHE NP HAKOU nRAyuenmu, Npuemawu
mepaneemuyny 003U HA NADAYEMAMON, MOBA NOBUIMEHUE HE CE CBHPOGONCOa OM 4epHOODODHA HECOCMAMBHHOCH U
0B UKHOBEHD OM38YRA8a NPU NPOOLANCAGAHE HA MEPANUAMA UAU NPEYCMAHOBASAHE HA RAPAYEMAMOA.

Cnyyan Ha MeTabONMMTHA auMae3a ¢ rojiiMa aHHOHHA Mpa3HWHA, ABbJDKalla cé Ha NMUpOryTaMHHOBA
alAo03a, ca HabMIoAaBaHy TIPY MALHEHTH ¢ PUCKOBY (aKTOpH, U3NON3BALIM napaneTaMon (BX. ToHKa
4.4), [pH Te3n NaUNEHTH € Bb3MOXHO a3 Bh3HHKHE MMHPOTITYyTaMHHOBA allyi03a BCAEACTBHE HA HHCKH

HUBA Ha TIIyTaTHOH.

CrobaBsane Ha NOAOIUPAHN HEKEAAHH PEAKIHY

Cr0011aBaHETO HA IOA03HPAHH HEXeNaH! peaklluH Clell paspelllaBaHe 3a ynorpeba Ha nekapcTBeHUA
NpoAyKT € BaxHo. ToBa no3sonsBa Aa NPOABLIDKM HABMIOACHHETO Ha ChOTHOLIEHHETO IM0JI3a/PHCK 3a
NeKapCTBEHMS HpodyKT. OT MEIHLIMHCKHUTE CIEIMAINCTH CE€ H3UCKBa Ja ChOoOLIAaBaT BCAKa NOI03HUPaHa
He)XelaHa Peakls upes:

N3nenayTeIHa areHuH [0 JeKapCcTBaTa
yia. , JamsaH ['pyes” Ne &

1303 Codus

Tel.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9. IlIpeno3npaHe

XenaToOniapHH HapyIEHHS

AKO ce H3moJI3Ba MPOAYKT ¢ YABKEHO OCBODOXKIaBaHEe Ha TapaleTaMolI HIH aKo TOYHAaTa
nexapcTeeHa GopMa € HEU3BECTHA, Ce NPENopbyBa Ja Ce MoYYH AOMBIHHTENHO IIIa3MEHO HUBO Ha
napanetamon 4 a0 6 4aca cnea MbpBOHAYaIHOTO HHBO Ha IMapaleTaMoll, THEU KaTo Te3H HHUBA 1Ie
MPOOLIIKAT A4 Ce€ MOKAYBAT [PH JIeKapcTRaTa ¢ YIBDKEHO 0CBOO0X1aBaHE U MOraT /1a I POMEHAT
pelIeHUATA [PH JIEUSHHE.

[Tpu BE3pacTHH ¥ IOHOWIH (Ha BB3pacT 2> 12 roqHHA) MOXKE X2 BL3HHKHE YEPHOAPOOHA TOKCHYHOCT Cllel
NorTplllaHe HA nosede OT 7,5 70 10 g 3a nepuop ot 8 yaca UM no-Manko. PaTtanHATe ClydaHl HE Ca
gecTH (og 3-4% OT HeJleKYBaHHTE CIy4aH) B paAKo ce ChoOIaBaT npu NPeao3HpaHe ¢ NO-MAIKo OT
15 g. [pu meua (Ha BE3pact < 12 roguHu) ocTpo mpejosupaHe ¢ mo-mManko ot 150 mg/kg He e Gumo
CBBpP3aHO C dYepHOApOoOHa TOKCHYHOCT. PaHHHTE CHMIITOMH CJIel €BEHTYallHO XEMaTOTOKCHYHO
Mpeno3upaHe MOXe Aa BKIIOUYBAT: aHOpPEKcHs, TalieHe, NMoBpbIlaHe, KHadopesa, GneaHocT H obwwO
Hepasnonoxenue. KnuEuunuTe M nabopaTopHUTE JaHHHM 33 YEPHOAPOOHA TOKCHYHOCT MOXE a3 He ce
npossAaT 48 no 72 yaca crnex NOTrTbLIAHETO.

Cny4anTe Ha CEpHO3Ha TOKCHYHOCT MM CMBPT €3 MHOTO PEAKH Clefl OCTPO NpEeROo3WpaHe Ha
apaneTaMon IpH ManKH Jeua, BepoiTHO MOpanH pa3siHKHUTE B HAUMHA, 1I0 KOMTO Teé MeTabomm3upar
napaneTaMol.

ClegHHTe KNTHHWYHH ChOUTHA, CBBP3aHU ¢ Ipelo3MpaHe Ha MapaleTaMoll, C€ CUHTAT 33 OYaKBaHH,
BKJTIOUMTETHO (aTanHi ¢hONTHA, IB/DKALIK c€ Ha JyIMHUHAHTHA YepHOAPOOHA HENOCTATHYHOCT HIIH
HeftauTe nocneacTaus ( Tabnuna 3).

Tabamna 3. Hekeaann JjexapcTBEHH peakUuH, HISHTHPHUHPAHH NpHM Npeao3HpaHe HA
napaueTramMon

CHcTeMo-0prania KnacHpuxauus JIpeano4HTaH TePMHH 32 HCXKENAHA PEAKUHA

Hapyuenns Ha MeTaboin3mMa H XpaMeHeTo Hamanen aneTur




CToMaiHO-YpeBHH HAPYLUEHHA Kopemer auckompopr
ITopprilaHe
I'ageHe

XenaToOMIHAPHM HAPYIICHHSA Octpa qepHOAPOOHA HEAOCTATHYHOCT
YepHoapobHa Hekpo3a

XernaToMeraius
KbnreHuua
bone3HeHOCT HA YepHHUA ApoD

O6mu napymenus H edekTH Ha MACTOTO Ha | XHIEPXHApPO3a

NPHACKEHHE 00110 Hepa3MOIOXKEHUE
breaHocr
Hacaensanusn [Tosuien OunHpyOuH B KpbBTa

[IosuueH NakTaT B KPLBTA

[ToBuurenu gocdari B KPLBTa

[TopuilieHH YepHOAPOOHH €HIHMH

[ToBHIlIEHO MEXAYHApPOOHO HOpPMAIM3IMPaHO
CBOTHOIICHHE

Y IBLDKEHO NPOTPOMOHHOBO BpeMeE

CrneauuTe KIMHHYHH CBOUTHA ca CeICTBHE OT OCTPa YEPHOAPOOHA HEAOCTATEYHOCT H MOXKE
na Onaar Qatannu. AKo Te3n cbOHTHA BB3HMKHAT B YCJIIOBHATA Ha OCTpa 4epHOIApobHa
HeOCTATBYHOCT, CBBp3aHa ¢ Mpefo3HpaHe Ha napauetaMoll (BL3IpacTHH W IOHOMM: > 12-
TOAMILHA BBE3pacT: > 7,5 g mo 8 waca; aeua < 12-rogmiHa Bb3pact: > 150 mg/kg no 8 waca),
T€ C€ CYHUTAT 3a OYaKBaHH.

OuyaxsaHHTE NOCNEACTBUA OT OCTpa YepHOAPOOHA HEAOCTATHYHOCT, CBBP3AHM C MPEJO3HpaHe Ha
nmapaueraMon BKIIOYBAT: OakTepuanHa HHQeEKUudA, TbOHYHA HHQEKLMA, CENCHUC, KOoarynonaTHi,
IMCEMHHMPAaHa BBTPECHAOBA KoaryJjauus, TPOMOOLMTONEHHS, XHUIOTNIMKEMHS, XHnodochaTeMus,
NaKTaTHA aluzo3a, MeTaboJIMTHA aluao3a, OTOK HAa MO3bKa, KoMa (IIpH MACHBHO Npeao3upaHe Ha
MapaieTaMol WM MHOXECTBEHO JIEKapCTBEHO Ipeao3upaHe), eHuedalonaTvd, KapAHOMHONATHA,
XHMIOTEH3HA, pecHMpaTOpHa HEZOCTATHYHOCT, CTOMAILHO-4YPEBEH KPBBOUINMB, NMaHKPEAaTHT, OCTpa
6n6peuHa HeAOCTATEYHOCT, NMOMMOPTraHHa HEAOCTATHEIHOCT.

KpbBHY ¥ TUM(]pHU HApYIUIEHUA

XeMonuTHYHA aHeMHA (IPH MAlMEeHTH ¢ TIKo30-6-hocdat aexuaporenasa [GO6PD] aeduuur): Hpu
nauveHTy ¢ G6PD neduumT e qoxnagsaHa XeMOJIH3a MPU YIIOTpeda Ha napaLeTaMolt IpH
npeao3npaHe.

Ha ce chXpaHfABa HAa MACTO, HEAOCTHIIHO 32 Acla. B ciyyad Ha npeao3rpaHe Aa ce NOTbpPCH
He3abaBHO crielliHa MEAHIIMHCKA MOMOLL.

5. ®APMAKOJOI'HYHHU CBONCTBA

5.1. dapMaKOIHHAMHYHH CBOHCTBA
ATC xoa: NO2BEO! — Ananreruty. JApyTy aHaIreTHIH H ARTHITHPETHIM

[TapaueramMoNl € HEHapKOTHYEH, HECAIHIWIATER aHAMTETHK ¢ LEHTpatHO AevcTBHe. Ilapaueramon e
KIMHHYHO AOKAa3aH aHAJNTeTHK/aHTHIIMPETHK M C€ CUMTa, Y€ TOH IPEAM3IBHKBA AHAIIE3Hd dpes
MOBUINIABAHE Ha Mpara Ha OONKaTa M aHTHIHPEKCHA Upe3 NeHCTBHE BBPXY LIEHTEpA 33 PEryNHPAHe Ha




TOMNMHATA B XWnoTanamyca. [Ipoyumanusta ¢ eauHudHa jo3a (12,5 mg/kg) napauneramon npu
debpwinK AeUa NOoKa3BaT Havas0 Ha HaManeHye Ha TEMIIEPATYpaTa B PAMKHTE Ha 15 no 30 MUHYTH.

5.2. ®MapMakoKHHeTHYHH CBOHCTBA

Abcopbrus

HezatasHo ocBoboXIapaHe

[TepopanHo NPUIOKEHHUAT TapaLeTaMol ce pe3opbrpa Obp30 M MOYTH HAITBIHO OT CTOMALIHO-YPEBHNAA
TPAKT, MPeANMHO B THHKHTE yepBa. AGcopOuuATa ce M3BBLPIUBA Ype3 IACUBEH TPAHCMOPT. LKOpOCTTa
npy nepopanHa aGcopOLys 3aBHCH ITIABHO OT CKOPOCTTA Ha M3MPa3BaHE HA CTOMAXa,

OTHOCUTENHATA OHOHATHYHOCT Bapupa oT 85% 10 99%. [TnkoBa nna3MeHa KOHUEHTPALHA OOMKHOBEHO
ce noctura okono 30-60 MHHYTH clel NepOpATHOTO AO3UPAHE.

[Ip¥ OTACTHUTE BH3PACTHH, MAKCHMAITHH [U1a3MEHH KOHLIEHTPALUH Ce JOCTHIaT o | wac ce] nprema
H Bapupar ot 14,8 mo 17,6 pg/ml npu eaunuyna poza ot 1000 meg. MaxkcuMalnHUTe MIIa3MEHH
KOHLEHTPalMH B PaBHOBECHO ChCToAHMe cnex Ao3u oT 1000 mg npe3 6 uaca mapupatr oT 17,6 no
18,2 ng/ml. OGobmenure hapMaKOKMHETHIHH JAHHH OT NIET KITMHHYHY H3NHTBaHUA, CTIOHCOPHPAHK OT
(hapMalieBTHYHH KoMIaHuH, npy 59 ¢hebpHnHy Jela Ha BB3pacT OT 6 Mecena 1o 11 roaHH MMOKA3BAT,
ye cpeaHa MaKCHUMalHa KoHLeHTpauus ot 12,08 + 3,92 ug/ml ce moctura cnex 51 + 39 min (MeaHara
35 min) cren xo3a ot 12,5 mg/kg.

EdexTn Ha xpaHaTa

Brnpeks ue, TOCTHraHETO Ha MAKCHMAIHUTE KOHLEHTPallMM Ha [TapaleTaMon ce 3abaBs, KOraTo TOH ce
punara ¢ XpaHa, cTeneHTa Ha abcopbuma He ce 3acara. Ilapaneramon MoXe a C€ NpUEMa HE3aBUCHMO
OT BPEMETO 33 XpaHEHE.

Pasnpenenexnue

[apaneraMon H3rNexaa ce pasnpenesd IHPOKO B [MOBEYETO TENECHM ThKAHM ¢ M3KIIOYEHHE Ha
MacTHuTe. Buaumuar My obeM Ha pasnpenenerue e 0,7 oo 1 L/kg npu Aena u Bb3pacTHH. OTHOCHTENHO
manbk mpoueHT (10% no 25%) ot napaueraMoll € CBBp3aH C MNasMEHUTe NPOTEHHH.

buotpancdopmaung

[Maparieramon ce MeTabonM3Mpa NMPETMMHO B YepHUA APOO M MOCPEACTBOM TPH OCHOBHHM MBTHILA:
KOHIOTHPAHE ¢ IVIIOKYPOHUI, KOHIOTHPAHE CBhC CYN(AT H OKCHAMPAHE IIOCPEACTBOM TBTA Ha CHIUMUTE
Ha uuroxpomM P450.

OKCHIATMBHUAT INBT 00pa3’yBa peakTHBEH MEXIHHEH NPOAYKT, KOHTO ¢€ JETOKCHKHpa 'pe3
KOHIOTHpAHE ¢ IMYTATHOH A0 00pa3yBaHe Ha HHEPTHHTE METaDONUTH LWCTEHH M MEPKANTONYPHHOBA
kucenuHa. [aBHUAT muToxpom P450 m3oeH3uM in vivo uirnexaa e CYP2EL, soupekn 4e CYP1A2 n
CYP3A4 ce CYUMTAT 3a BTOPOCTENEHHM ITHTHINA Bb3 OCHOBA Ha MHKDPO3OMAlHM NaHHM in vitro. B
nocneacTere e ycTaHoseHo, ue kakto CYP1A2, raka u CYP3A4 uMar npeHebpexuMo MaTbK IIPHHOC

in vivo.

[Ipu BE3PACTHH HO-TOJAMAaTa 4acT OT MapaneTaMol €& KOHIOTHPa € IIIOKYPOHOBA KMCCIIHHA H, B ITO-
MaJIKa CTereH, cbe cyndar. MeraGonurute, NOJy4eHH OT TMIOKYPOHHA, CYN(AT H IIyTaTHOH, HAMAT
6HONOrUYHA AKTHBHOCT. IIpM HENOHOCEHH, HOBOPOAEHH M MalkM KbpMadera mnpeobnagasart
cyntarHuTe KoHIOratd. Hikonko npoyusaHus Ha MeraboNM3Ma NpH BB3PAcTHH C YyepHOApOOHO
YBpEK/IaHe C pa3nUYHa TEXECT H ETHONOTHA €a NIOKa3aNH, Ye OGHOTPaHCGHOPMALHATA HA NapaLeTaMONl €
Mogo6Ha HAa Ta3d MNpH 3ApaBMTe BH3PaCTHH, HO B M3BECTHA CTemeH Mo-O0asHa. BakHo e, ye
[MOCHEAOBATENHOTO €XKEIHEBHO [IPHIOKEHHE Ha 4 g THEBHO HHAYLHMPA TIIOKYPOHHAMpPaHe (HETOKCHIEH
ITHT) IPY 3APABY BE3PACTHU U BB3PACTHH C YBpEIEH YepeH Apob, KOETO BOAH A0 MOBHIICH 001 KITHPBHC
Ha MapaleTaMosl C BpEMETO U OIPaHUUIEHO [U1a3MEHO KYMYJIHPaHE.




EnuMHHHpaHe

EnyMHUHAILMOHHMST NONY)XKHBOT Ha napaueramon e okono 1 o 3,5 gaca. Toil e npubnusHTenHo ¢ €IMH
yac no-ABTEr NMpPH HOBOPOREHH M INpH IMpoTHMdHM nauuentd. Ilapaueramon ce enHMHHHpa OT
OpTaHH3Ma KaTo IIoKypoHumHu (45-60%) u cyndatan (25-35%) kouloratd, THoinHu (5-10%) xaro
LUCTEMH W MEPKAUTONypaTHH MeTabonuTH M KaTexonu (3-6%), KOHTO ce eKCKpPETHpaT B ypHHATa.
Bu6pedHHAT KIHPBHC Ha HETIPOMEHEHH NapaneTamol e okoio 3,5% oT fo3ara.

5.3. [IIpeaknuHHuHH JaHHH 33 De3onacHOCT

MpeaxnHHEYHUTE JAHHH He MOKa3BaT 0cOOEH PUCK 3a XOpaTa Bh3 OCHOBA Ha KOHBEHIIMOHANTHHTE
IpOyYBaHKs HAa TOKCHYHOCT NPH €AHOKPATHO H MHOTOKPATHO TpH/IaraHe, reHOTOKCHYHOCT,
KapLIMHOTEHHOCT M TOKCHYHOCT 3a PENpOAYKUMATE ¥ PA3BUTHETO.

6. GAPMANEBTHYHHA JAHHH
6.1. CnHcek HA NOMOILIHMTE BEeLlECTBA

3axapo3a

Pasteop Ha copbuton 70%

I'muuepon

HucnepcHa 1enynosa

[Tonucopbar 80

Metun napaxuapoxcnbersoar (E218)
3axapHa €CEHIIMA

[Ioprokanosa eceHuHsA

CoHcer xuato (E110)

[Ipeuncrena soga

6.2. HecbBMECTHMOCTH

Kannon cycnensug HE Ttpabsa na ce pa3pexna.

Axo e npeanucaHo paspexxaane Ha Kannon 250 mg/5 ml, Tpabsa na ce usnonssa Kannon 120 mg/5 mi
cycrneHs3us 3a 6ebera u Aena.

6.3. Cpox na rogHocrt

3 rogMHH

6.4. Cneupaany yCJ10BHA HA ChXpPAHEHHE

Ha ce cuxpanasa nox 25°C. Jla ce masy OT CBETIKHA.

6.5. Bua H ¢chAbpxAHME HA ONAKOBKATA

[IbpeuyHa onakoBka: 6yTunka oT TEMHO CTEKIIO C IIJJACTMAcOBa Kanadka, 3alliHTeHa OT OTBapAHE OT
Ac1a.

Beska onakoBka ChABPXKA MEPUTENHA IBXKHYKa OT O41a nnacTMaca.

Konuuectso B enHa onakoska: 100 ml

6.6. CnennajHH NpexNa3HH MEPKH MPH KIXBLpJsAHe B pabora

HeynoTpe6eHHAT NexapcTBEH NPOAYKT MITH OTTIAALYHKTE MaTepHaIK 0T HETO TpAOBA 1a ce H3XBBHPIAT
B ChOTBETCTBHE ¢ MECTHHTE U3HCKBAHMA.




7. MNPHUTEXATEJ HA PAJPEILIEHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block §

High Street

Tallaght

Dublin 24

D24 YKE&N

Hpnannud

8. HOMEP HA PABPEIIEHUETO 3A YHOTPEBA

Per. HoMep: 9600307

9. JTATA HA IIBPBO PA3PEIIABAHETIOJHOBSBAHE HA PA3ZPEINIEHHMETO 3A
YIIOTPEBA

IlaTa Ha TeEPBO paspemabaHe: 13 qekemspu 1996 T,
Ilata Ha noauosasaHe: 31 Mapt 2009 r.

10. JATA HA IIPEPA3IVIEXXJAHE HA TEKCTA
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