KPATKA XAPAKTEPHCTMKA HA TIPOAYKTA
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TNapaveramon Akopn 500 mg edeppecuerTHu TabneTku {r) oowenve 2201
Paracetamol Accord 500 mg effervescent tablets FARPNUGHUE T -

2. KAUYECTBEH H KOJHUYECTBEH ChCTAB
Beska rabnerka csAbpka S00 mg napaneramon (paracetamol).

[ToMoLHY BEMIECTBA ¢ H3BECTHO AEHCTBHE :
Beaxa tabnerka or 500 mg cuavpika 418,5 mg narpuit u 100 mg copGirron (E420).

3a IBAHUA CTHCHK Ha NOMOIHHTE BEINCCTRA, BIDKTE TO9Ka 6.1.

3. JEKAPCTBEHA ®OPMA
Edepsecuenrsa rabnerxa

Benu no nowtu Genn, KPLEAN, MNOCKH TAONETKH CBC CKOCEHH PBOOBE, ITafKM OT ABETE CTPAHM H €
MHPHC HA JTAMOH.
Jmamersp: npabnusutento 25,4 mm.

4, KJHUHHUYHH JAHHY
4.1 TepaneBTHYHH HOKAIZAUA
CuMITOMaTHYHO JIe4eHHe Ha ¢nafa 40 yMepeHa 00Ka WK TeMuepaTypa .

4.2 JioanpoBKa 1 HAMKH Ha MPHJIONKERHE

EOBHQOBKa

Makcnmannara nHeBHA [03a He TPAOBA Ja Ce HAABHMIUABA NMOPAiH PHCK OT CEPHO3HO YBPEKIAHE HA
gepans 1pol (A ToukH 4.4 1 4.9) .

Buapacmuu u 1onowu naod 50 kg menecno mezno (> 15 200unu):

1 - 2 raGaerxn (500 mg - 1 g) Ha Beeku 4 no 6 yaca, ako e HeoGxXomHMo.

OBHKHOBEHO HE Ce HaNara Ja ¢e NpHeMar noBede OT 3 g HapaleTaMon ha gew (6 Tabuetky 3a 24
Haca),

Makcumansara THeBHa Jo3a e 4 g (8 Tabnerkn 3a 24 aca).

Heouampuuna nonynayus:

Tenmatprunata fo3a TPAOBA J& C6 OCHORABA HA TEAECHOTO TEFNI0 M M3NON3BAHATA TOAXOAAIIA
neKapcTrReHa GopMa.

HudopMalsita 32 BE3PAcTTa Ha JSUATA B PAMKATE HA IPYNATa [0 TErNo € CaM0 OPHEHTUPOBEYHA,

Hpenoptyurenuata q03a 3a geua e 10 - 15 mg'kg Tenecko Terio Ha seekd 4 - 6 qaca, 3 o 4 TeTH Ha
24 yaca. MakcuMangara mo3a 3a neua ¢ 60 mg/kg/24 vaca, pasnenena Ha 4 103u.

Heya nad 40 kg menecno meano (> 12 z00unu);
1 Tabnetka (500 mg) Ha BeekH 4 - 6 yaca. MakcuManHaTa JHEBHA 1032 € 2,5 g (5 Tafn
9aca),




HHrepBantT Ha Ko3upaHe TpA0Ba BHHATH Aa Oble Hall-Manko 4 uaca.

Haywy Ha GpuioxReHHe
3a nepopanHo npunoxesne. TabnerkAre TA0Ba Aa ¢e MOCTABAT B YAINA BONA ¥ Ja C€ OCTABAT 1A Ce
PA3TBOPAT HAITHIIHO NPSNH L3 C& TIOTBIIHAT,

Creyuannu 2pynu nayueHmu:

HapyttieHa sepaoapodna Qyarumd, XpOAWIHA KOHCYMAal{HA Ha alnKoXO:

TIpu nmanpeHTH © HapymeHa deproapoGra dyukuus wm cungpoM Ha Gilbert, nosara tpabea aa ce
HaMaIy WK 33 ce YIBIKY VHTEPBATLT Ha NosUpane (8. Todka 4.4) .

Hapymweua 66peana Qyuxuua:
ITpu nampenTs ¢ 6L0pevHa HENOCTATHIHOCT, No3ara TpAORa 18 ce HAMANH:

Crernes 5a MIoMepyiHa QMITpaMs Joza
10 ~ 50 mi/min 500 mg 1a BeekH 6 Yaca
< 10 mi/min 500 mg ua scexd 8 yaca

TTanueHTH B CTAPYECKA BHIPACT:
He ce m31CcKBa KOPArHpaHe Ha 102aTa [IPH NAIMEHTH B CTap4ecKa BH3PacT.

4.3 IIpoTuEONOKAIaAHHSA

CBPBXYYBCTBHTENHOCT KbM AKTHBHOTO BEINECTBO HJIH KBM HIKOE OT MOMONIHHTE BeNIecTsa,
n306poenn B Touka 6.1

4.4 Croeunsnnu npeaynpexaeHus 0 NpenaIdy MEDKH ApH yrnoTpeba

MMpenopbysa ce MOBAWIEHO BHUMAHKE NIPH BPHIOKEHAe HA NApaleTaMoll pH IAHEHTE ¢ YMepeHa 1
Texkxa OGp0peuna HEJOCTATBYHOCT, Illeka A0 YMEpeHa XeMaTOuenyNapHa HEJOCTATPUHOCT
(srumrountenso canapoM Ha Gilbert), Texxa wepHonpobHa HenocrarbuHoeT (Child-Pugh> 9), octsp
XEMATAT, efHOBPEMEHHO NeYeHHe ¢ MEKAPCTBEHR NPOAYKTH, KOHTO 3aCATAT YepHoapoGHuTe dyHKIMM.
Jeduunt Ha rmokosc-6-gocharexuaporeHaa, XeMOTUTHYHA aHEMEH, FeXUIpaTallRn, 3moynotpeda ¢
ANKOXON H XPOHHYRO HENOXPAHBAHE.

Ha He ce xomOpmmpa ¢ IpYTH aHANreTHUM, CHhABPKAM IapaueTamon (Hanp. xoMOHHHApaHH
neKapcTsa),

Jo3n, MO-BHCOKHTE OT IPENIOPBYBAHATE, BOJAT 4O PUCK OT MHOTO TEXKO YBPEKIaHe HA YepHHA OpoG.

KnuHuyaWre DpH3HAM HA 9epHOAPOOHO yBpexkaane oOMKHOBEHO CE IOABABAT CAMO CCH HAKQIKO
AHH W KaTO MPABHIIO TOCTUTar BPbXHE TOYKa cael 4-6 xHu. BuamokHo Hafl-ckopo TpadBa fa ce
TIpANTOXHM aHTHAOT. BinkTe chio Touka 4.9 ,,[Ipenosupane™.

B cnydali Ha BHCOKA TEMNEPATYPd, (PH3HALM HA BTOPHYHA MPAQEKIMS WIH aKO CUMITTOMUTE
NpOIBIKABAT NOBEYE OT 3 HH, Nedernero TpalBa Aa ¢e npepasriesa.

HeoOxonaumMo € NOBHIEHC BHAMAHNE TPH NAUHCHTH ¢ 4CTMa, KOHTO ¢4 YYSBCTRHTENHU KbM
AUETHICATHUHIOBR KHMCEIMHA, THA XaTo I[PH NapaneTaMon ce chobiluasar JNeku peakuud Ha
OpoHxocna’bM (KPBCTOCAHA PEakiiHa ).

PuckeT or npena3upane ¢ NO-rTONAM DPH NMAWCHTH ¢ HEUUPOTHYHO ANKOXOTHO qepnonpoﬁﬂo
3&60]1!158}13, OBJKAIG CC HA MNpHEMAa Ha alTK0XOI. Heofxopumoe € MOBHIIEHO BHHM




TALACHTH ¢ XPOHHIER &TKOXONH3EM. B TakwBa chyuan no3aTa He Tpabba 1a Ranpumapa 2 g AHEBHO.
ITo Bpeme Ha nedeHUETO C IAPAIIETAMON He TPAOBA A3 Ce KOHCYMHEpE a/IKOXONL.

Heobxomumo e nosuileno pHMMaHHe NpH VIALMEHTH C NEMUICUMA HA TNTYTATHOH, KATO CENCHC,
YIOTpebaTa Ha NAPALIETAMON MOJKE Ja OBHINM PHCKA MeTab0IHTHA alHA032.

Tosn nekapcreen NpOAYKT CrABpxka 418,5 mg HaTpuit Ha edeppeciieHTHA TabNeTKa, CKBUBANEHTHO Ha
20,9 % ot npenopbyparuA 0T C30 MaKcCHMaNeH AHEBEH NpHeM ot 2 g HATpHH 32 BB3PACTEH, KOETO ce
CMATA ¢3 BUCOKO ChILDKAHHE HA HATPUIX.

MakcaManHaTa OHEBRA 71032 HA TO3M JIEKAPCTBEH NpOuyXT € eKBMBANEHTHA Ha 167,4% ot
Tpenopryanus o1 C30 MaKCAMANEH NHEBESH MPHEM OT 2 g HATPHI 33 BB3PACTEH, KOETO Ce CMaTa 32
BHCOKO CHABPXKAHNE Ha HATpHIA.

Moxe na ce xaxe, ue Ilapaneramon Axopa 500 mg edepeecueHTRH TaGneTKH MMAT BHCOKO
ChAbpkaHWE Ha Harpuil. Tosa Tpabea ga ce WMa NpefBUI TPH THUA, KOHTO €A HA JHETA ¢ HUCKO
CBABPKAHNE HA COJl (HATPHI).

Tosa nexapctso chabpxa 100 mg copburon (E420) BvB BCAKa ediepBecueHTHa TableTKa.
CopburomsT ¢ H3Toyumk Ha dpykrosa. Toau nekapeTBeH NPOAYKT He Tpsbsa 1a ce ImpueMa/TipHiara
IIPH NANHEHTH ¢ HACTSACTBEHA HENOHOCHMOCT KBM (JpyKTO3a,

Bamsaue BBpXy Na0OpaTOPHH H3CHENBARMIA
TapaneraMon MOKe 18 HOBIHAE H3CAEABAHHATA 32 NHKOYHATA KACEIHHA C tochorondpamos meton,
H M3C/IEABAHMATA 38 KPHBHA 38Xap, [IPOBLKAAHH C TIIFOK030-0KCHIA3R-IEPOKCHARICH METON.

4.5 BsaumogelicTBHE ¢ APYTH JEXAPCTBEHH NPOJYKTH ¥ APYTd GOPMK HA BianMogeHCTBHE
Dapmarodunamuynu ezaumodeiicmeus

[poyysanuara noxasear, 4e e(eKTHT Ha eqpgapun MOXeE 2 ¢¢ NOBMIIM TPH JEYeHHe C
napateraMol. EQEKTET ce ysenmiana ¢ 103a1a NapalieTaMol, HO MOXe A2 Ce [POABH MpPH A0 CAMO
ot 1,5-2,0 g napaneramMon JHEBHO, [IPHEMAHK B MPONBIKEHMe HA Hafl-Manko 5-7 nuu. CwmsTa ce, e
SMMHHAHH JO3H NapaueTaMoli NpA HOPMAaJHA IO3HPOBKA HAMAT TAKLB e(eKT,

DapMaKOKUHEMUNHU 83aUMOOeTicImEus

Edpexmu na dpyau nexapcmeenu npodykmu evpxy BapMakoKuHemuxama na napayemamon

Tlpu dapmaxoKMHETHIHY NPOYHBAHWN € JOKAIAHO, b€ JISKAPCTBEHATE NPOAYKTH, KOHTO CA SHHMHH
HHIYKTOP, Kar0 HAKOM aHTHeNMNENTHWYHH nexapcrsa (genumoun, genobapbuman, wapbamasenun),
Hamandbar nuaiMeHara AUC Ha mapaneramon o okono 60%. 3a ApyrM BemIeCTBA C EH3MM-
VHAYUMpAIM CBOHCTBA, HAnmpumep pPHOAMIMIWMH M KBIT KAHTApHOH (Aypericum) cumo oe
Openuonara, Y€ BOIAT NO NMOHIDKeHA KOHUEHTPAUMH Ha Napaueramon. B OOMLIHEHME, PHCKET OT
YBpeNIane Ha UEPHRA ApOG MpH JeHeHHE ¢ MAKCHMANHATA NPENOPHYBAHA 1034 TAPALIETAMON MOXKe
na ObJie NO-BHCOK OT ApH MAUUSHTH, KOMTO IPUEMAT eH3NM-HHAYLAPAIH TEKADCTREHH TPOAYKTH.

flpobeneyud nesabaBHO HaManisa HANONOBHHA KIHPBHHCA HAa napayeramon upes uHXubMpane Ha
KOHIOTAIMATA MY C [TIIOKYPOHOBA Kuceluua. Tosa TpA6Ba fla 03HAYaBA, Ye JO3ATR RAPAUETAMON MOXKe
Aa OBJie HaMAaNeHa HaNIONOBMHA TP ENHOBPEMEHHO JIeHeHUe ¢ MpoGeHeITHy,

CropocrTa Ha abeopbuus Ha IApAUETAMON MOXE Xa OBAE YBENHUCHA ¢ MEMOKIONPAMUD, HO IBATA
JIEKapCTBCHU NPOJYKTa MOTAT A Ce npuemar 3aenHo, AGcopOunsrta Ha MapaleTaMos ¢ HAMANABA OT
xorecmupamun. Ako Tpabpa Ja ce MOCTMIHE MaKCUMANEH aHANreTHueH edexT, XOIecTUpay :
TpabBa 1a Ce IPHAra B paMKHTE Ha SXHH 4Ac.




3udoeydun Moxe na nopMse MeTaGONE3Ma WA TIAPANETAMON M 0GpaTHO, KOETO MOWe Ia YBEM™Y
TOKCHYHOCTTA M Ha IBETE JISKApCTRa,

Egpexmu na Hapayemamon Axopod avpxy gapmaxoxunemurxama na dpyzu nexapemeeny npodykmu
IlapaneraMon moxke A8 moBande QapMakoKHHeTMKaTa Ha Xfopamesuxon. ErTo 3amo npy
KOMGHHHDAHA Tepalis e NPENopLYBa aHATH3 Ha IUTASMENHS XI0paMQeHRKON,

4.6 PeprHAHTET, GpeMEHROCT ¥ KbpMeHe

BpemenHoer
3HAYNTENHO KONMMYECTBO JAHHH Mph OpeMeRHM KEHH He NOKa3BaT HHTO MaHDOPMaTHBHA, HATO

bero/Heonarania  TOKCHYHOCT. PesyntaTure OT  ennIeMHONOTHYHHTE IPOYIBAHAA  BBPXY
HEBPOIIOrHYHOTO PAIBHTHE H& Jelia ¢ eKCHO3HLMA Ha IapaleTaMoll in utero ca HeyOeIMTeNHH, AKO e
HEOGXONMMO OT KIMHUYHA INIEAHA TOYKA, NAPAUSTAMON MONE Ja C€ NPIIAra no BpeMe Ha
Gpemennoct, Ho Tpabpa fa ce M3NON3Ba HAl-HUCKATA edEKTHBHA 7033 32 BHIMOXKHO Hafi-KpaTko
BPEME H ¢ PH3MOMKHO HAH~HHCKATA YecToTa.

Krpmene
B xnpMara ce eKCKPETHPAT HICKM HYBA Ha napaueraMon. He ca cpobiiasany sekenanu peaxuHy npn

kbpMaueta. Ilapaueramon Moxe na ce HIMON3BA 110 BPEME Ha KBPMEHE, NpH YCIOBHE, Ye He ce
HaJIBHIIABA TpPENOpbUMTeNHaTa fo3a. B cnydall Ha mpoammxurenna ynorpeba e HeobBxoammo
MOBHIIEHO BHMMAHHE.

DeprrnuTeT
HauMa ceMHACHI OTHOCHO eheKTHTe BBPXY (eprunuTeTa, KA C6 Ha JeIEHNE C MapaleTaMon.

4.7 Egextn upxy cnocofnocrra 33 wodupane n paGora ¢ MAmMMER

He ca rafmonaeaiu edexTy.

4.3 HeKenaun NeKAPCTBEHH PeakUUn

Hexenanure peaxuuy, npuunHeny ot [TapaueraMon Akopx 500 mg edepsecueHTHE TabAETKH KaTo
L0 ca peaky. Hali-decTure Hesenaiu PEaxynH ¢a KOXKHH Peakipiy ¥ NOBHIIEHH YyepHOApOGHU
TpaHCAMMHA3H.

Yecrotata Ha HEWETAHHTE PEaKUUH € ONpPENEeNeHa N0 CHEJHAT HAYMH: MHOTO YeCTH (=1/10); nwectu

(217100 no <1/10); medectn (=1/1 000 no <1/100); penxu (>1/10000 zo <1/1 000); MAOTO peaKH
(<1/10 000), ¢ HemsBecTHA YeCTOTA (OT HANMYHMTE JAHHU He MOYXE 13 Ghae HalpapeHa OLEeHKa),

CHeremMo-opranen Yecrora Hexenanu peakunu

Knac

Hapymeund Ha kprBTa |[Pemku Hapynienua Ha TpoMbonuTHTe, HapyleHns Ha
M numMdHaTa cHCTEMa CTBOJIOBUTE KJIETKH, arPaHyTOUUTO3,

TpOMﬁOHHTOHBHPIH, HEYTPONCHNA, NERKOTICHHUA,
XCMONWTHIHA aHeMHA, DAHIIUTOIICHHSA

Hapymenus sa Penxn Aneprau (BKIOHHTENHO 8HTHOEAEM)
HMYHHATa CHCTeMa

Msoro penxu AHa(QUIAKTHMEH 10K, PeaKlHs Ha
CBPBX4YBCTBHTEAHOCT (H3UCKBA NIPEKPATABAHE Ha
TISTEHIHETO )




Hapymierns na Muoro peaxu XHorTHKeMHA
Merabom3Ma v
XPaHeHeTo
Terxuyny Hapymedus |PeIxn Jenpecus, 06bpkeane, XamomHHALNH
Hapymienna na Peaxu TpeMop, rmasoSonus
HepBHAaTa CHCTOMa
Hapymenns Ha okoro |Penxu AHOPMATHO 3perue
PecrmparopHy, rpbaHA|MHOTe peake BpoHXGCHa3EM
H MEZMACTHHAITHA
HApYINeHHA
FactponurectaHanAn [Peaxu Kprrouanus, kopeMua 6onka, Tuapu, raicHe,
HApPYIMEHHS TIOBPBIIAHE
XenaTobrwmHapHn Penxu TloBHIIeHA YepHOAPOGHH TPAHCAMHHAIY, AHOPMANTHA
HAPYILICHHA yepHOApoOHA PyHEUHRA, YepHOAPOOHA
HeJOCTATEYHOCT, HepHOAPOGHA HEKPO33, XK BITEHHNA
Meoro penkd YepuoapoGuy HapyuweHus
Hapywsenus Ha koxata|Penkn OBpus, yPTHKApUA, BHTHOSAEM, aneprivieH AepMATHT
U MOAKOXKHATA THKAH
MHoro penku Crofmapar ce cepHO3HY KOXHY DeaAKITHN
C HemseecTHa YectoTa |CuaapoM Ha CTHBERHG-/KGHCBH, TOKCHIHA
emiaepManta HEKpoIH3a
Hapymenus qa MHoro penxu CrepunHa nypra (MoTHA YpuHa), 650peyny
6s6pemuTe B HEKeNaHH peakiuK
TIMKOYHHUTE METHINA

VeraHopeHM ca YBpeXgaHMs Ha wepHua gpoG oT DapaneTamoll, HACTBIHIN BBB BPB3KA CBC
snoymotpeba ¢ ankoxon, PHCKET oT yBpexaane Ha GrOpenuTe He Moxe fa OLle HAMBAHO HIKITIOUEH
npu NPoARILKATENHA yoTpeda.

HHnugeHTHO ot cho0UlaBa 3a UHTEPCTHUMANEH HEPPHT CleR NPOTLLKWIENHA yrnoTpeda Ha BHCOKK
103, Uma coo0uienus 3a HAKOM CIydYal Ha epuTeMa MyRTAdopMe, OTOK Ha JAapHHKCA, AHEMHA,
yepHorpoOua npoMana u Xenatur, Op0pedan HAPYIWEHNA (TEXRKO GL0peIHO yBpekIaHe, XeMaTypri,
aHype3a) B CRETOBEPTEK.

Crobnanane Ha [JOJ03WPAHN HEWESIAHHN PEAKITME
Cro0I1aBaHeTo Ha MOA03HPAHH HEKENaHH peakiiny CIe]] pA3pellaBaHe 3a yroTpeGa Ha NeKapcTBEeRNUs
MPOAYKT € BOKHO. TOBA 1103BONARA [4 NPOSBIUKM HAOMIOSCHHETO HE ChOTHOLIEHHMETO NON3A/PUCK 32
nexapeTReHMs NpoIyKT. OT MeNMnuHCKHTE CcNeNWanucTd ce W3HCeKBa O3 cbollaBatr Begka
MOIO3NpaHa HeKeTaHa PSaKunA dpe3 HaliHOHATHATa CHCTEMA 3a CRo0InaBane:
Vsnenuutenya arcquss no TeKapereard,

yi. . Jaman I'pyes" Ne 8

1303 Codus

Ten.: +3592 8903417

yeGcaltt: www. bda.bg




4.9 Ipenosdpane

Tpy mpeKOMepHH 03K, KaNAUWTETHT HA KOHKTAUMAATA B YepHns apol Moke ma Onje HaMaieH, cien
KOETO ronAMa YacT OT a03ara ce MeTafonusmpa upe3 OKHCNEHHe. AKO 3alacHTe OT INIYTATHOH ca
H3YEpOaHH, PeaKTHBHUTE MEeXIMHEE MeTaboAuTH ce CBBP3BaT HeoOparuMo ¢ MakpOMONEKyIHTe Ha
vepHHd ApoG. KNHHHYIHUTE CHMITTOMH Ha YBpexXZaHe Ha JepHAa Ipob 00HKHOBEHO Ce MOABABAT €Ba
Ced HAKONKO NHH. 3aTOBA € OT Pelrasalio SHAYeHHE Oa Ce 3aMOYHE JIEYEHHe ¢ AHTHAOT Bh3MOXHO
HAli-CKOPO, 32 Ja Ce NPeJOTBPaTH WIH MUHHUMHSMpA YBPEXKNAHETO HA YepHHA Apo6 Chel TOKCHIHH
IO3H.

Toxecuunocm:

Buxre no-mony B Touka ,MHbopManms 3a NedeHHe NPR TOKCHUYHH IUIA3MEHH KOHIEHTparum”,
YCTaHOBEHO €, JIETaNHA HHTOKCHKAIMA MPHYHHABAT 5 g 32 24 vaca npd Jeua 0o 3 ¥ roausy, 15-20 g
npu BRIpacTHM, 10 g mpu ankoxomuuy, TokcuyHa 1032 npy Be3pacTHH obuxuoseno e 140 mgkg, a
TOKCHYHATA [03a mMpu Aeua ¢ npubmusurenno 175 mg/kg. magyrawe, nexwaparanus, neucHHe ¢
CH3UMHM MHIYKTOPH (AHTHENMIENTHYHY, NPOM3BOAHH HA NPOMETA3MHA H Ap.) H XPOHWYHA BHUCOKA
KOHCYMAIMd Ha AJKOXON C€a PYCKOBM (aKTOPM H MOTaT A3 TPMHHAT H3PA3HO HYEPHOAPOOHO
YBpOKIAHE ZOPH NPH MAJIKW OO3M napaneramoll. J[opu NOmocTpoTO ,TepamneBTHYHO” Npefo3upaHe
BOJH A0 CEPHO3HE HHTOKCHKAUMA [pH A03H, BapHpaiy oT 6 g/ieH B NPONbIDKEHAE HA celmMulia, 20 g
332 unM 3 jHE ¥ Op.

Cumnmomu:

B mponbikeHHe Ha HAKONKO daca clief NipueMa M Npe3 mepsHTe 1-2 AHM MOXe ha nMma Gonku 8
KopeMa, ragene ¥ noepbilaHe. Crney 2-3 JHu MOTAar Na c& NIOSBAT NPU3HAUK HA YePHOUPOSHO
YBpeXZaHe ¢ MOBHIIEHY HHBA Ha TPAHCAMHHAIMTE, NOHIDKABAHE HA NPOTPOMOHHOBYTE CTORHOCTH,
KOAryNollaTdA, HKTEP, HEPAINONOKCHHE, XHITOTIMKEMHA, XHOOKaTHMeMHd, xunodocdaremus,
MeTabonuTHA aumIo3a, AMCeMHHHPaHa HHTpABa3anHa KoarynaunA. MasndecTdpa ce uepHoapobna
HEZOCTATBYHOCT K dYepHOApoOHA KoMa. UepHoapolGHOTO yBpexiaHe o0HKHOBEHO ROCTHTA MK ClIeN
4-6 nxu. Yepesxaanero Ha 6n0penure Moxke Na GbIe BTOPHUHO Clie] YBPEKIAHE HA YEPHHA APo0 WK
KaTo 6NHHCTBEHA WIH OCHOBHA MPOABA HA TOKCHYHOCT B pAMKHTE Ha 24-72 yaca OT MPeX03MPAHETO.
MMa cpobmenns 3a NAHKPEATHT M TOKCMYHO MHOKApPAHO YBPEXAHE C ApUTMHA W CHpHCHHA
HegocTaTsiHOCT. [IpM H3KMOYMTENHO BHCOKM KOHUEHTpaudM uMa cpofileHus 3a 3aryfa Ha
Ch3HaHHWe, ChYeTaHa C aiHI03a H XHieprnukemia. Haboaanana e ¥ NasBTonenn,

Jeuenue:

IIpu HeoOXORMMOCT, CTOMAMHA NPOMUBKA M AKTUBEH BHIIeH. KOHUEHTPAUMATA HA IUIA3MEHHA
napaneraMon Tpadpa a ce M3IMEPH 4 Haca WIH NO-KECHO CIef HOrTsialero. OcTpa peakmus. AKO
BeYe ¢ NPHAOKEH aUeTWINHCTeHH, MoTaT Az OBIOAT OTHETEHH (QANmIMBH MOHWKEHHA, AKO e B3eTo
NPOTHBOMMAPHRHO NekapcTso, Tpabsa JAa ce BieMe HOBA npoba 2 waca cnen uhpbara (3abapeHa
NUKORA KOHUEHTPALMA). JIeTeHHEeTO ¢ aUeTURIMCTEHH, 38N0THATO B paMkiTe Ha 8-10 daca, oCHrypasa
IBJIHA 3AIIMTA OT YBPEXIaHe Ha Y4ePHHA Apol, cien xoero edexThT HAMANABR. ADSTHAHHCICHH Ce
H3MOJI3E8, 4KO KOHUEHTPAUMATA HA IapaleTaMOi € Hal CNEgHHTe HHBA B CHOTBETHHTE TOUKH:
1000 micromoV/1 sa 4-tus 9ac, 700 micromol/l ma 6-ta u 450 micromol/] Ha 9-Tus dac cnen
eKcnosnumATa. B cnyvay Ha CBOBTCTBAIL ANKOXONMIGM, FNANYBaHe, ASXHAPATALMSA, HApYIIEHA
4epHOAPOOHE PYHKIUMA HIH JIeUeHHE C eH3UMHH HHIYKTOPH, MOKE 112 KMA OCHOBAHMKE 32 OTIPENENIAHE
Ha Mpara 3a aHTHIOTHA TePanHd IMPH OKOAQ ¥ OT NoCoYeHHTe HHBa. METOOBT Ha MPHIOKEHUE €
aflanTHUPaH KbM OOCTOATENCTRATA (HUBO HA CH3HAHHE, CKAOHHOCT KBM NOBPBIIAHE W Op.). Bripexkn
TOBA, UKTPABSHOZHO TPHNATAHUAT AUETIILHCTSHH Ce CUUTA 34 Mo-eeKTHsel i no-Gesonacen.

Hosuposka Ha AUETHILHCTEHN: uHmpaseno3+o Nepeonadamto 150 mg/kg B 200~300 ml uzoTonmyen
HHQY3HOHEH pa3TBOp 32 15 MuEyTH, ciel ToBa 50 mg/kg B 500 ml rmoko3a 50 mg/ml uudysHoneH
pasTBOp, B NpOAB/IKEHHe HA 4 Yaca u ciej ToBa 6,25 mg/kg/uac 3a 16 1aca (75 mg/kg pa:mso PeRY B
500 m! W30TOHWMEH Pa3TBOP HA [UIFOKO3a, MPHIOKCHH B TIPOALIKEHHE HA A
HeoOxopUMocT, o0eMBT Ha TeYHOCTHTE MOXe A3 Obfle HamaneH. CBLpikeTe ce
TOKCHKONOTHYCH MHGOPMANMOHEH LEHTBD 32 KOHKpeTHM yKazaHus. ([Ip




obCcToATENCTRa, AlETHINHCTENH MOXKE Nia Ce MpUiara Nepopando, ako WHTPABEHOSHHAT MET HE ¢
Hamuen. Ceepikere ¢¢ ¢ HamuoHanHIA TOKCHKONOTHYEH HRHOPMALTIOHEH LUEHTBD.) ATICTHIIIMCTEHH
MOXe Ja OCHTYPH H3BeCTHa 3amyra Aopu ¢nen 10 vaca, Ho B Takmsa caywad TpibBa Aa ce NpUIOKH
HPOOBDKHTENHO JIeweHHe. ANSTIWINHCTENH ChILO TAKa HAMATABA CMBPTHOCTTA B Cliyyalt Ra ABHa
HMEIYLHpaHa OT napaderamon 4YepHoppo0ma HenmocrarbuHooT (Mons, ofcpiere ¢ Haimonanuua
TOKCHKONOTHYEH KHQOpMAMOHeH LeHTHp). Heobxoaumo € CTpAKTHO mpociensBaRe Ha Ha
yepronpoOHara u GuOpeunara GYHKIMA, KOATYNAIMAOHHNA, DIYHIOHAA M EACKTPONUTHHA CTATYC
KBaeT10 & N3TeKs] CPOKET 33 ¢(PEKTHRHO AHTHAOTHO JedEHHe H ¢a HalKLe TOKCHYHN KOHUCHTPALHH,
4YecTo cE HAara JigdeHWe Ha depHoXpo0Hata ¥ GLOpeuHata HEAOCTATHYHOCT. 1lpH cnemabuunn
oGCToATENnCTRA MOXKE A ¢6 HasHaYd xeMomepdysua. B #3xmioduTenHn oiydal MOXKE Ja ¢& HAIOXKY
TPaHCILTAHTALMA Ha yepeH apobd .

5. ®APMAKOJOIHYHY CBOHCTBA
5.1 DapMaKoIHHAMHTHE cBOHCTBS
dapMakoTeparieBTHYHA IPyna: AHareTAUM ¥ anramapeTud, ATC kox: NO2BE0O!]

Hapaue’rmon ¢ GHUIHHOBO MPOH3IBOAHO C ZHAUTCTHYHA ¥ AHTHNHPETHYHA AKTHBHOCT, noaobHa Ha
TA3H Ha AUCTHNCATHUWIOBATa KHCEJTHHA.

AHTHIIMPETHIHHAT e()eKT BepOATHO ¢ IOCTHra uped aelicTBHE BEPXY XHIOTANAMYCOBHS HEHTHP HA
TEPMOPErYNAlHATA, NPH KOETO C€ MOBHIIABA pa3ceHBaHeTe Ha ToNIMHATA. LieHTpanHoTO nelicTeue
BEPOATHO € CBLP3AHO ¢ UHXHOUPAHETO HA CHHTE32 HA NIPOCTANTAHAMH B XHIIOTANaAMYCa.

JTaTeHTHHAT MepHOX 3a aHAATETHMHHA eQekT e nmpuOIM3uTenHo %% dac. MaxcumamuuaT edexr ce
oCcTHra 33 1-2 vaca u npoapmkasa 4-5 qaca. HacTeNBaRETo HA AHTHNHPETHYRNA &PEXT ¢ MaITKo No~
OaBHo. Taka JAaTCeHTHHAT mepHon e mpubmmMtendo. 'z-1 wac, cmem 2-3 Yaca ce perdcTpHpa
MaKCHMATHO OHIDKABaHe HA TEMIIepaTypara U edekKThT NPOALIKABa OKONO0 § vaca.

5.2 DapMaKoKUHETHYHH CBOlicTBA

AGco
TlapaueramonsT c¢e abcopfupa aodpe, korato ce npuwiara nepopardo. IIMKopara nna3MeHa
KOHLEHTPAINA Ha MAPaLeTaMosn ce NoCcTHra B paMxure Ha 1/2 Jaca.

Pasnpenenenne
TapaueTaMonsT ce pasnpeaensa Obp30 BbB BCHYKH ThKaHH. KOHLEHTpanUMTe B KPHBTA, INIA3MATA H

CIIOHKATA €3 CPaBHHMH. B TEPANEBTHHHA JO3H CBBP3BRAHCTO ¢ NIPOTCHUHH € HCIHAMHTATHO.

buorpancdopmM.

[lna3MeHUAT NONYKUBOT € NpuOmmnTento 2 vaca. [lapaueraMomsT ce MeTabOnH3HpPa OCHOBHO B
uepHua Apod uypes cepp3sade ¢ rmokyposun @ cyndar. Manko xonmgectBo (okomo 3-10% ot
TEpaNeBTHUHATA A03a) c& MeTaboaH3upa Ype3 OKHOIeHVME 4pe: nmrToxpoM P450, karo Taka
NOTYYEHHAT AKTHBEH MEKAMHEH MeTaGonuT ce C¢BhpiBa npedepeHUHATHO KbM 4YepHONPOGHMSA
IYTATACH M €& eKCKPeTHPa KaTo KOHIOTAT Ha [IMCTENH ¥ MEPKAITONYPHBOBA KHCETHHA .

Envvunupase
Exckpermsara ce ochiiecTsaBa npes GuOpewmre. [Tpuln. 2-3% ot TepaneBrAIHATa 4033 CE EXCKPETHPA

menpoMeneda, npubn. 80-90% xaro rnokypoHUa W CyIPAT ¥ MO-MANKO KOMHYECTBO - KATO LHCTEHH
H [POH3BOAHH Ha MEPKAITONMYPHHOBA KHCEIHMHA,

B1Oneuna HenocTaTEYHOCT




Ilpy naumeHTH ¢ TeXka Ob0pedla HeZOCTATHYHOCT (KPEATHHHHOB KAMPSRC < 10 ml/min),
ETMMEHMPAHETO Ha NAPaueTaMon i Heropute MeTalonuTH e 3afapexro.

TaimeHTH B CTapuecka Bp3pacT
KoxtorupaseTo e HenpOMEHEHO B TA3H TPYIIA MALMEHTH,

[Tenuatprdya nomynatws
IIpu HOBOpOZNEHY ¥ Aela <12 rofWHY, cynATHATA KOHIOTAUWS € OCHOBEH WET HA STMMHHMDaNE, a

LOKYPOHHPAHETO € TIO-HUCKO, OTKOAKCTO NPH BR3pacTHH. IIBIHOTO eNAMWHHpANe NpH neua e
CPABHHUMO ¢ TOB& MPH BB3PACTHH, NOPIAH MOBHIIEHMA KAUALNTET 3a cyndaTHO KoHiorupaHe. IMpu
Aeuata 0GpasyBaHETO HA TOKCHYCH MEAMHHEH IPOAYKT € PelyHHPAHO B CPRBHEHME ¢ BR3DACTHHTE.
OcpeH TOBa, HOBOPOACHHTE MMAT NOBHIIEHA COOCOCHOCT [a BBICTAHOBABAT YEPHOADOGHHA
rayrarod. CremoBaTtenHo, TEXKOTO UepHOAPOOHO yBpexJaHe, UPHUYMHEHO OT NapalleTaMon,
W3IIeKIA € NO-PARKO NPH [Aeua, OTKGAKOTO NpH BL3pacTHH. EJNMMUHALMOHHHAT TONYKHBOT HA
NApaneraMon € 2-2,5 dacanpu Aeua.

53 Opepcnaandun 4aHaM 38 GezonacHocT

Hsama npenxNMHUYHKE JaEHA OT 3HAYCHME 33 OLEHKATa Ha Ge30MacHOCTTa, W3BEH TE3H, KOWTO Bede Ca
niocodeny B Kparkata xapakTepucTHK2 Ha APOLYKTa,

Jlumcear KOHBEHLMOHATHH NPOYYBAHHA, W3NOM3BAIUM NPHETHTES MOHACTOALISM CTAHIAPTH 38 OUEHKA
Ha peNIpOAYKTHBHA TOXCUYHOCT H TOKCHYHOCT 32 PA3BUTHETO,

6. PAPMAINIERTHYHHA JAHHHA
6.1 CnuehK Ha NOMOIWIPKHTE BelIecTBA

Besroana nuMonena kucemina (E 330)

Harpues xuaporeskapborar

Cop6turon (E420)

BesponeH HarpueB kapOoHaT

IoBuponu

CHMETHKOH

3axapHH HaTpHit

Maxporon

JIAMOHOB apoMaT Ha Npax (apOMATHH E€CEHIHH, APOMATHIMDALIH BEINECTBA, HATYDAIHH apoMaTH,
LiapeBHYeH MANTONESKCTPHH , apaboka ryMa, anda-Tokodepon)

6.2 HecuBMeCTHMOCTH

Henpunoxumo,

6.3  Cpok Ha rogHocT

2 rogunm,

6.4 CrenuanHH YCIOBMS HA ChXpAHEHHE

[Ha ce cexpanssa nog 30° C.

Ty6a: Cpxpamagraiite Ty6aTa IBTHO 2aTBOPEHA, 32 I Ce PEANAsH OT BJIara.

Jlenra: [la ce ¢bXpaHsaBa B OPHUTHHAITHATA IEPBHYHA OMTAKOBKA, 33 Ja CE MPEANA3H OT B

6.5 BHA 1 cHABpKAHAE HE OTAKOBKATS




Hepbopupatn  emHomo3osM  4-nnacToBd  newtw  (xapris/PE/AlSurlyn (komosmMep  Ha
STUNER/METAKPIIIOBA KHCEMHHA/LIURK)], chaspxawd 6, 10, 12, 16, 20, 24, 30, 40, 60, 90, 100 u 500
TAbNIEeTRY |

OnaxoBka 3a Tabnerku (Ty6a), ¢ Gsiia HenPOIPAYHA HIONHETIVIEHOBA KANaYka, 3alIUTEHA OT OTBapiHE,
C BIpageH cylumren (CyXu FpaHyNH WIH NEepIH OT CIIHKAren M MOJEKYJIAPHO CHTO), ChAbpiKala 6,
10, 12, 16, 20, 24, 30, 40, 60, 90, 100 1 500 Tabnerkx .

He BCHYKH BHIOBE OTTAKOBKH MOTAT fia GBAAT MYCHATH B IpoRakba.

6.6 Crenua sy npeAnasHA MePKH OPH HIXBLIANE H paboTa

Hama criedsaisy H3HCKBaHHA.

Hen3non3paHuAT NEKaPCTBEH NPOXYKT BIIM OTRAIBYHUTE MATEPUANA OT Hero TpAGEA Aa ce HIXBBPIT
B CHOTBETCTBHE C MECTHHTE W3HCKBAHHA.

7. NPHTEXATEN HA PAIPEHMIEHHETO 3A YIIOTPEBA

Accord Healthcare Polska Sp. z 0.0.,

ul. Tagmowa 7,

02-677, Warszawa, Mazowieckie,

ITourtira

8. HOMEP(A) HA PASPEIGEHHETO 3A YHOTPEFRA

Per. Ne 20190190

9, AATA HA MBPBO PASPEMIABAHEMOAHOBABAHE HA PAZPEIIEHHETO 3A
YHNOTPEKRA

Hara Ha mepsoe paspemanane: 28.08.2019 r.

10, JATA HA IPEPA3TNIEXIAHE HA TEKCTA

Maif 2022 r.




