KPATKA XAPAKTEPACTHKA HA NPOAYKTA

1. HME HAJIEKAPCTBEHUS ITPOAYKT

TapaueraMaxc Excnpec 500 mg dwnimupanu Tabnetkn

ParacetaMax Express 500 mg film-coated tablets

2. KAYECTBEH H KOTMYECTBEH ChCTAB

W3NBAHWTENHA ATEHUMS# NO NEKAPCTBATA
Kpamxg XaPEKMEPUCIILIG Ha NPOGYRMA - Mpurcxxenue 1

Kbm Pee. hs ............. J\Q.;Z“&.O 3?6‘(. ....................

...........

Paspsuwenus te LEHL L SF6 73

........................................

Ogobpssue M. /19'07' 07

Lehanrresdres

Besika dummpana TaGierka cpappka 500 mg napaueramon (paracetamotl).

TloMOUIHY BELIECTRA ¢ HIBECTHO AOHCTBHE

Beaka dhumvupana tabnerka chabpxa 12 pg rmokosa u copGuron.

3a TEIHUA CIIYMCHK HA MOMOILHHTE BEIHSCTBA BHIKTE TOHKa 6.1,

3. JIEKAPCTBEHA ®0OPMA

Q@unaMupana tabnerxa

Bana no noury Gaa, enuncoBAHa, ABOHHOWIMEKHANA TAGNETKA ¢ AEANTENHA YEpPTa OT €AHATA
cTpada Ha TabieTkaTa M rnagka oT apyrara, PazmepsT Ha TabneTkara e npubnuanrenHo 7,9 na

17,1 mm ¢ Bucourna npaGnazurenso 5,0-6,5 mm,

Tabnerkata Moxke g &plle pasgesNeHa HA J1BE PABHY NO3H.

4. KIMHMYHH TAHHH

4.1 TepaneBTHUBN NOKAARUEA

CHMOTOMaTHYHO NIeYEHHE Ha TeKa A0 yMepeHa GonKa /Uiy TeMieparypa.

TTapaueraMakc Ekcripec e nokxasaH IpH Bh3PaCcTHH, FOHOLIN H JIELia Ha 6 # YIOBEUE MMM,

4.2 [losnpoBka H BASAM HA NPRIOKeHHE

goag POBKa

Hudopmanua 3a 103HpOBKaTa & NOCOYEHa B chelBatnata Tabnmua,

Ho3MpOoBKaTA 3aBHCH OT BBE3PACTTA H TEMecHOTO Terno; obmyalino ce npuemar no 10 no 15 mg/kg
TENECHO TerNo KaTO eAMHUYHA 038, 10 MakcuMyM 60 meg/kg TenecHo Terno ofiia qHEBHA Ro3a.

I/IHTepBaJTbT Ha JO3MpaHe 3aBUCH OT CHMIITOMHMTE H MBKCHMAalTHATa ofma JHeRHa A033a H TIpH

BCHYKH CITyHqad TpAGBa Na 6bae He no-kpaTek oT 4 vaca.

3a meua noa $-roAKUIHA PL3PACT Ca HATMYHH [O-TTOAXOAAIH JieKapeTseun dopMu.

AXO CHMITTOMHTE IIPOALIIKABAT NOBEYE OT 3 JHY ¢ HeoOX0oIMMa KOHCYIITallis ¢ NEKAp.
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Texecno Terso (Bb3pact) | Exunuuna noza MakcumanHa MunuMaJien
(exBHBAJIEHTHA AHeBHA 103a (24 h) HHTEPBAJ MekKIY
1032 mapaneraMon) | (eKBHBAJIeHTHA 1032 | 103ATe
(Gpoii TabaeTKH) napauneramou) (6poii
TabaeTKH/1030)
22kg-30kg 250 mg 1 000 -1 500 mg 4 - 6 yaca
(meua Ha BB3pacT OKOJO (nonosuH Tabnetka) | (makcumym 2-3
6 — 9 roauum) TabneTku/4-6
npHema)
30 kg- 40 kg 500 mg 1 500 — 2 000 mg 4 - 6 yaca
(neua Ha BB3pacT OKOJIO (1 Tabnerka) (makcumym 3-4
9 — 12 roauuHm) TabneTkH/npuema)
40 kg — 55 kg 500 mg 2 000 - 3 000 mg 4 - 6 yaca
(1eua Ha BB3pacT OKOJIO (1 Tabnerka) (Makcumym 4-6
12 - 15 rogunu) TabneTku/mpuema)
>55 kg 500 -1 000 mg 3 000 mg 4 - 6 yaca
(Bb3pacTHHM M loHOIIK HA | (1-2 TabneTkn) (MakcumMyM 6
Bb3pact 15 u noreye Tabnerku/3-6
TOJIUHH) npuema)

MakcumanHara nHeBHa 103a (3a 24 4aca), nocoyeHa B Tabnuuara He TpsOBa /ia ce HaJIBUILABA NIPH
HUKaKBH 00CTOATE/ICTBA.,

Tpsabea 1a ce u3nmon3Ba Hak -HHCKATa 1033, HEOOXOHMa 3a IOCTHraHe Ha e(PHKACHOCT.
MakcumalnHa npoIb/KHTENHOCT Ha yrnoTpeba 6e3 KoHCy aTalms ¢ jiekap: 3 HH.

[TauMeHTH B cTapyecka Bb3pacT

He ce Hanara kopekuus Ha no3ata B crapuyecka Bb3pact. Tpa6GBa na ce uma npensus, obaue, ye
GuOpeunaTa n/uiM yepHOpoGHaTa HEIOCTATHYHOCT Ca M10-YECTH B CTApYecKa Bb3pacT (BiK.
Touka 4.4).

brbpeuHo yBpexkaane

[Ipn Hanuure Ha 6BOpeyHa HeIOCTaTHYHOCT, NapaleTamos TpsAOBa 1a ce W3MO3Ba ¢ NOBHIIEHO
BHHMaHHe W B CITyHaH Ha Texka 6bOpevyHa HeIOCTaThYHOCT Ce MPEeNopbYBa YBEIHYEH HHTEPBA
Mexay nozurte. Korato KpeaTHHHHOBHAT KIMPBHC € Mexay 10-50 ml/min, MUHUMAITHUAT WHTEpBa
Mex 1y npuemuTe TpaGea na 6vae 6 yaca. [Ipu kpeatHuHOB KiMpBHE noa 10 ml/min, MUHUMaTHUAT
HHTEpBaJl Mex/1y ABa NMpuemMa Tpabsa na Obae 8 yaca.

YepuoapobHo yepexaane

Ilapaueramon TpsGBa 1a ce M3MON3Ba C NOBHILIEHO BHUMAHHE NP HATMYME Ha YePHOAPOOHaA
He0CTaTb4HOCT WK cHHApoM Ha Gilbert. Jlozata TpabBa 1a ce NOHKMKM MITH 1a C€ YBEJIHYH
MHTEPBAJIBT MEXKY LO3HTE.

He Tpabea na ce npesuinasa nHesHa 103a ot 2 000 mg npu Bb3pacTHu, Ge3 KOHCYITalMs C JeKap.

Makcumanuara queBHa nosa ot 60 mg/kg TenecHo Terno (10 makcumym 2 000 mg/nen) He TpsGBa na
ce npepHInaBa 6e3 KOHCYNTalMA ¢ IeKap B Clly4ai Ha:

- TenecHo teryo nox 50 kg

- 4epHOAPOOHO yBpe)kaaHe

- cuHapom Ha Gilbert (pamMuiIHAa HEXEMOIMTHYHA KBJITEHHIIA)
- XpOHHWYHa 310ynoTpeba ¢ ankoxosn

- Jexujparauus

- XPOHHMYHO HEJOXpaHBaHe

XpoHHYHATa KOHCYMALIHA Ha aJTKOXO0JI MOXKe J1a MIOHMKH 1para Ha TOKCHYHOCT Ha NapaLeTs
T€3M NALIHEHTH, HHTEPBAIILT MEXK/Y JIBE 103U TpaOBa fa Obae MuHUMYM 8 yaca.
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Hauny Ha npunoxeHue
Ilepopanna ynorpeba. TabneTkara TpaOBa Ja ce NOrbAHE ¢ Yama BOJA,

4.3 IIpormBonokxazaHus

CBpPLXYYBCTBHTENHOCT KBM AKTHBHOTO BEILECTEO MAPALETAMONT HIIH KEM HAKOE OT IIOMOLTHHTE
BelllecTBa, H3OpoeHH B TouKa 6.1,

4.4 CoennaJan npesynpe:KAeHAA A NpeANla3AH MePKH HpH ynoTpeba

3a ja ce n3berne pUCKET OT Npeno3upaHe, TpAOBa Na ce rapaHTHpa, Y€ CHNIBTCTRALLO PHIIaraHHTe
JIEKApCTBa He ChABPIKAT NapaleTaMo.

B cneauuTe cirydyad napaueTramoJ TpsAOBa a ce H3Noa3ea ¢ 0coGeHO BHHMAHHE, TOECT C MO-ToJIsM
HHTEPBAN MEXAY J03HTE HIH B MO-HHUCKA 1033 (BX. Touka 4.2} H Mol MeHUMHCKO HabMoeHHE:
- xemarouenynaprHa HepoctateuHOCT (Child-Pugh < 9)
- XPOHHYHa 3nm0ynorpeda ¢ ankoxon
- OBOpeuna HeAOCTATEHHOCT {KPEAaTHHHHOB KIHPBHC < 10 ml/min )
- cuHapoM Ha Gilbert (Gonect Ha Meulengracht)
- TexKa HH(EKIMA, Thil KaTO MOKe Ja IOBHINH pHCKa OT MeTaboNuTHA amuao3a. IIpH3HalpTe Ha
MeTaGoNHTHA ala03a BKIIOYBAT:
- ABIOOKO, YUECTEHO, 3aTPYAHEHO AHLIAHE,
- ragese, OBpBINaHe,
- 3ary0a na aneTHT.
- OCTBP XeNnaTHT
- CBHIBTCTRALIO JIEYEHHE C JICKAPCTBEHH MPOLYKTH, 3aCATAILH YepHOAPoOHaTa DYHKLEA
- AedHOMT Ha rMoOKo30-6-hocdaT gexuaporeHasa
- Je¢hHLMT Ha TITYTaTHOH
- XEeMOJIHITHYHA AHeMuS
- IeXHApaTauus
- XpOHHYHO HEJAOXpaHBaHe
- CTap4ecKa BB3pacT

JOITBIHATENHY Npefna3HH MEePKH (BXK. To9Ka 4.2)

IponwmxuTennara wiu vyectara ynorpeba He ce npenopbysar. [lauwenTdre Tpadpa qa 6saat
TIOCHBETBAHH 2 HE IPHEMAT HOBPEMEHHO JAPYTH JIEKAPCTBEHH IIPOAYKTH, ChIbIKALIA _
napaueramolL. IIpuemMbT Ha THEBHHTE IO3H 34 MHOTOKPATHO MPUA0KEHUE HABENEBAK MOKE CEPHOZHO
Jia YBpeH YepHuA Opod, B TAKBE CTydaii He HaCTEIIBa 3ary0a Ha Ch3HAHHE.

Brnpexw ToBa, B cTy4aii Ha npeao3Hpane, TpAbra He3abaBHO Aa ce MOTHPCH MeJHLIMHCKA [IOMOLL,
JOpH aKo NalHeHTHT ce YyBcTRa T00pe, Mopaay pHcka oT HeoOpaTHMO YEpPeXkAaHE Ha YepHus Apob
(Bxk. Touxa 4.9).

MpoavmxuTennata ynorpeba, ocseH no nekapcko Habmoaexue, Moxe aa Onae Bpeansa. [pu geua B
IOHOIIM, NeKyBaHH ¢ 60 mg/kg nHEeBHO napalieTaMoN, KOMOWHALMATA C APYT aHTHIUPETHK He
OIpaBaAHa, OCBEH B Clly4aii Ha Hee(eKTURHOCT.

He TpabBa na ce ynorpebsBa ankoXon No BpeMe Ha IeYEHHE ¢ MapaleTaMon.

PHCKXBT OT nIpeno3ApaHe & NO-roNgM MPH HHAMBHAN ¢ HELHPOTHYHO ANKOXOJHO YePHOAPOGHO
yBpesknaHe. HanckBa ce MOBHIIEHO BHHMaHHKE B CITyJauTe HAa XPOHHYEH anxoxonu3sm. [lpu
TAUHEHTH, 3M0ynoTpeGaBally ¢ ankoxon, xo3ata Tpabea na 6bae noHibkeHa (BX. Touka 4.2). B Tesn
ClydaH JMepHaTa 7103a He TpabBa Ja HaqBuIlaBa 2 rpama.

crofinasann TIpHA TMIAIHEHTH IIPHEMAINH napaneTaMo/I B A03H B rpaHHIATE HA TCPARNeBTHY
AHANA30H,

DE/H/6508/001/1B/001




Te3n cy3an ca JOKIaaBaHH IIPH NALHEHTH C ¢JHHE WM NI0BeYe PUCKOBH (axToOpH 3a
XeNaTOTOKCHYHOCT, BKIHOYMTEIHO HHCKO TestecHO Tero (<50 kg), 6u6peuno u yepHompoGHO
YBpeXAaHe, XPOHHYEH QJIKOXOM3bM, CHITHTCTBALI IPHEM Ha XeNIATOTOKCHIRH JICKapCTRa H NIPH
OCTPO H XpOHHYHO HEJOXpaHBaHe (HHMCKH pesepsH Ha uepHoapoben rayraTioH). [apaueraMon
TpA0Ba Ja ce NpHIara ¢ NOBAIEHO BHAMAHKME NPY NAUMEHTH ¢ Te3H PUCKOBH (paktopH. [Ipenoprusa
ce NOBHICHO BHYMAHKC CHILO ¥ NPY NAUMEHTH HA CHITLTCTBAINO JIEYeHHE C JIEKAPCTBA, KOHTO
MHI[Y1IAPAT YCPHONPOOHM €H3NMH, Y NPK CHCTOAHMA, KOUTO MOTAT [ MPEAPAIONOKAT KbM HEJOCTHT
Ha DITYTaTHOH (BK. ToukH 4.2 1 4.9). Ha xMTHHHYHO NOAXONALIM HHTEPRATH € HeoDX0M1Mo Ja ce
nperfiexaa JO3UPOBKATA HA ApaleTaMo M NAUMeHTHTe TPAGEa 1a ce NpOCIesBaT 3a M0ABA HA HOBH
PUCKOBH (akTOPH 32 XeNATOTOKCHYHOCT, KOMTO MOTAT 1a HANOKAT KOPEKLMs Ha J03aTa.

Ha naumenTuTe ¢ HapyllieH CTATYC Ha XpaHeHe, MPHYHHEH OT 310ynoTpeda ¢ alKOoXOJN, aHOPEKCHa
WIH HENIPABHITHO XPAHEHe, Ce NPENophUEa 12 HE MPUIAraT NPOXLDKUTETHO M B MAKCHMATHH 1034
nOpajy PHCK OT TOKCHYHH YePHOAPOSHY peaKiy.

B caryvait Ha BHCOKa TeMTIEpaTypa, NPU3IHALY HA BTOPHYHA HHOEKIIUY WIH aKO CHMITOMHTE
NEPCHCTHPAT NOBEYE OT 3 IHH ¢ HeofX0AMMA KOHCYITTALMA C fIeKap.

Bes npenopbKka OT nexap Wi 3601¢Kap, TeKapeTBEHH MPOAYKTH, ChAbPKAIUH TapalleTaMon,
o6uKknOBEHO TPAGBA /1A Ce M3MON3BAT CAMO 34 HAKOMKO AHH H HE BBE BHCOKH JIO3H,

ITpr npoABKKTENHA, HellpaBHa YoTpeba Ha aHAITETULIM BBB BHCOKH J03H MOXKe [ ce NIOSBH
rnapoGoine, KoeTo He TpAOBa Aa ce J1eKyBa ¢ NOBHIABAHE HA JO3UTE HA JICKAPCTBEHNUA NPOAYKT.

Tlo NpHHUMI, PeIOBHEAT IIPHEM HA SHANTETHUM, 0CO0EHO HAa KOMOMHAIIKS OT HAKONKO obesGonaBaimu
BEIIECTBA, MOXKe Ja nopelie J0 TpaiHo Ou0peuHo yspexaaHe ¢ pHCK oT OBOpeuHa HEAOCTATHUHOCT
(ananreTHyna He(hponaTHA).

Bre3armHoT0 npeKparaBaHe Ha MpHeMa ciief, IPOALDKHTEHA, HEMPAsKIHA YIIOTpe(a Ha AHATeTHIH
BBB BUCOKA 1033, MOXKe 2 JoBede 10 rarobonue, oTnagHanoct, GONKH B MyCKYJIHTE, HEPBHOCT H
BETeTaTHBHA CUMITTOMATHKA. Te3u CHMITTOMH Ha OTHEMaHe NIpEMIUHABAT B paMKuTe Ha HAKOJIKO JIHH.
1o BpeMe Ha TO3H NepHOA, NO-HATATHIUHO [TPHEMaHE Ha AHANTETHIM TPAOBA A ce u3bArBa H Aa He ce
BB300HOBABA Oe3 KOHCYTALMA C NeKap.

Topamu ypenrmenus prck ot MeTabonnTHa aUMA03a ¢ roNAMa aHHOHHEA pasiiKa (HAGMA) ce
Apenoprypa NOBHIIEHO BHUMaHVE NPH CHITHTCTBAINO NPHIIOKEHHS Ha (IyKIOKCAIHINH H
napaueTamon, ocobeHo NMpH MAIHEHTH ¢ TeXKA CTeneH HAa ORGpeuno yBpexknane, cencuc,
HENOXpaHBaHE H NPYTH H3TOYHHIH HA Ne)HIMT HA ITYTATHOH (Hanp. XPOHHYEH ANKOXONHIbM),
KAKTO ¥ NIPH Te3H, KOUTO U3MNO/I3BAT MAKCHMATHATA JHeBHA 1103a Mapaderamol. [Ipenopsura ce
CTPHKTHO MpOCTieAABaHe, BTIOUHTEHO H3MEPBaHe HA 5-OKCOMPONUH B YpHHATA.

[MapaneraMaxkc Excnpec cLIppska INI0K034
IMamwmeHTH ¢ paaKa FIIOKO30-ralakTo3Ha Matabcopbumsa He TpalEa fa IPHEMAaT TO3H JIEXapCTREH
NIPOAYKT.

IlapaneraMaxc Excapec cuabpxa copbyron
Tpabsa Aa ce ¥Ma NpeABHA THTUBHHAT e(PEXT Ha CHIFLTCTBAILO NPIWIATAHH TPOAYKTH, ChIbPKAIIH

copbrToN (HAu PpyKTo3a), KaKTO H XPAaHWTEITHHAT NpyeM Ha copluron (Hnu dhpyxrosa).
CoaspxanneTo Ha copGHTON B JIeKapCTBEHH NPOIYKTH 32 NEPOPAITHO TIPHIOKEHHE MOXKe 1A OBJIHAE
6HOHaNMYHOCTTA Ha JPYTH NEPOPANHH 1eKAPCTBEHH NPOIYKTH, KOHTO CE MPKIIATAT CHITLTCTEAIO,
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4.5 BaammojeiicTeHe ¢ APYIrd JeKapCTReHH NPOAYKTH A APYrH JOPMHE BA B3REMOJeiicTRHE

- IIpHemsT Ha npobenelma HHXHOHpPa CBLP3BAHETO Ha NAPALETAMO C [TIIOKYPOHOBATA KHCE/THHA,
KOETO BOJH JI0 MOHMXKABAHE HA KIMPHHCA Ha napalieTamon npuémianTenHo 2 metH. [Ipu
eAHOBPEMEHEH MpKeM Ha mpoOeHelM, £03aTa Ha NapaueTaMoi TpsaGea aa 6be MOHINKEHA.

-  HswHcksa ce nosHInEHo BHEUMaHKE 0COOCHO MPH JHOBPEMEHHNS NPHEM HA JIEKAPCTBA, KOHTO
BOJAT IO €H3UMHA HHAYKIIHS, KAKTO H ¢ IOTEHLMANHO XEMaTOTOKCHYHH BeIlecTsa (BXK.

ToYKa 4.9). MeTaboau3MBT Ha apalleTaMoN ce YCKOpSBa [Py MAUMEHTH, IPHEMAIIH TeKapCTEEHY
MIPOIYKTH, KOHTO Ca €H3HMHHM HHAYKTOPH, Hanp. penurouH, kapbamazermu, enoGapturan,
pUMHAOH H pudammmimy. Msomapanu cho0ieHns ONKCBAT HeOYakBaHa XEITATOTOKCHYHOCT UpH
NALUHEHTH, PHEMALIH JIEXapCTBEHHM NPOAYKTH- SH3UMHH HHAYKTODH.

- Ilpy emHoBpemMeHHOTO MpUIarane Ha napaueTamon ¥ AZT (3un0By/IMH) Ce 3aCHNBA CKIIOHHOCTTA
KBM IOABA Ha HEYTPONCHHS U XeNATOTOKCHYHOCT. [TpoabKUTeIHOTO/MHOTOKPATHO IPHIOKEHHE
HAa MapaneTamoN NpH NANHEHTH HAa TepanHs CbC 3MIORYAMH Tpadsa Ja ce uabarsa u aa ce
TIPHJIAra CaMO Cliel KOHCYIITailua ¢ Nexap. Ako ofade ce Haiara XpoHWdHa yrnotpeba Ha
[I2PAueTaMON Y SHOOBY/IMH, TPAORA fla Ce MpocaensBaT KOMIECTBOTO Ha IEBKOLMTHTE K
uepHOAPOOHUTE QYHKLIHOHAIHM TECTORE, 0COGEHO MPH NALMENTH C HENOXPaHBAHE,

- IlpH exHOBpeMeHEH MpHeM Ha ICKAPCTREHH CPEe/ICTBA, KOUTO 3a0aBsT H3Mpa3BaHeTo Ha CTOMAXA,
MOXKe Aa ce 3a0aBaT pe3opbumMATa ¥ HAYANOTO HA AelCTBHE HA APALETAMONL.

-~ EnHOBpeMeHHHAT NPHEM Ha JIEKAPCTBEHH CPEICTBA, KOMTO BOIAT A0 YCKOPEHO M3NpPa3BaHe Ha
CTOMaxa, Hanp. METOKIONPaMHI 4 AOMIEPHAOH, YCKOpABa abcopOLMaTa H HAYANOTO Ha AeHCTBHE
Ha MapaneTamon,

- XosecTupaMuH Hamanssa a6copbumaTa na mapaneramon. Korato € HeoGX0MMO XoNecTUPaMHH |
fapayeTaMon 1a ce MPHIAraT eIHOBPEMEHHO, napaueraMon TpAOea 1a ce npHema MHEMMYM 1 gac
npeau Wik 4 9aca ciel NpueMa Ha XOJISCTHPaMHH.

- AnTHKOArynaHTHWAT e(exT Ha BaphapuH U APYTH KyMapHHH MOXKeE J1a OBe 3acuieH npy
[PONBIBKUTENHA pefoBHa ynoTpeba Ha napalieTaMoN ¢ NOBHINEH PUCK OT KBPBEHE, eMHUYHMTE
JO3H HAMAT 3HAYMM eexT.

- HeobxoaHMO e noBHIIeHO BHUMAaHNE NPH CHILTCTRAMA YNOTpe6a Ha (IIyKIOKCALMIMH 1
aapaueTaMon, Thii KaTO EAHOBPEMEHHMAT NIPBEM CE CBBP3Ra ¢ MeTabOoNIWTHA alMI03a ¢ roiaMa
AHKOHHA pa3siuka, 0COOEHO NP NAUMEHTH ¢ PHCKOBH (DakTOPH (BXK. TOUKa 4.4).

-~ AgraromkcTd Ha BUTaMuH K: MOXe 1a ce OABH 3acHiIBaHe HA eeKTa Ha aHTArOHHCTHTE Ha
BuTamMuH K, 0cobeHo npu pefoBeH NpHeM Ha BHCOKH [03Y napauetaMon. B Takes ciywaii ce
OpenophYBa PEIOBHO NPOCHeAABaHE Ha MEKTYHAPOIHOTO HOpManksupano crotHOWeHHE (INR).

- JlaMoTpiimiH: apaLieTaMon Mosike 12 HaMaT# GHOHANHYHOCTTA Ha TAMOTPHIKIH, ¢ BE3MONHO
HaMa/ABaHe HA HETOBHUTE eheKTH, IOPAAR BH3MOKHO HHIyHHpane Ha MeTabonyuaMa My B YepHHA

Apob.

Edpexmu awpxy rabopamoprume uscaedganun

[fapaneTaMon Moxe Xa MoB/ude 1a00paTOPHHTE TECTOBE 32 ONPEAE/IAHE Ha TMKOYHA KHCENHHA B
cepyMa, Npd KOMTO ¢ K3I0M3Ba Goco-BondpaMora KHCETHHA H TECTOBE 32 ONPENESHE Ha KPLEHA
3aXap 4Ype3 INIIOK030-OKCHIA30-ePOKCHIAIeH METO,

4.6 @epraanTeT, GpEeMEHHOCT H KbPMeHe

bpemennoct
3HAYMTENHO KONHUECTBO JAHHH TIPH GPEMEHNHH JKEeHH HE NMOKA3BaT HATO Mai(hopMaTHBHA, HUTO

¢eTo/HeonaranrHa TOKCHYHOCT. Pe3yTaTHTE OT ENMIEMMONOTHYHHTE NPOYYBAHHA BHPXY
HEBPOJOTHYHOTO PatBHUTHE HA JCLA ¢ eKCTIO3HIMS Ha NapaneTamol in utero ca Heybeaurennu, Axo €
HeoOX0MHUMO OT KIMHHHYHA TEJHA TOUKA, NapalleTaMol MOKe Ja C& NPUITAra 110 BpeMe Ha
GpemeHHOCT, HO TPAORA Jja C& M3NON3BA Hak-HHCKATA eeKTHRHA [03a 32 BE3MOXKHO HAH-KPaTKo
BpEMe H C Fb3IMMKHO HAH-HUCKATa YecToTa.

KupMmene
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Hapaue'ramon Ce eKCKpeTHpa B MaHYHMHOTO MIIKO, HO HE M B KIIMHAYHO 3HAYHMH KOJIHYECTBA, KOTATO
Ce nMpHeMa b NPENOPLYMTECIHATE JO3H., Hamuure nyﬁnuxynaﬂn JaHHH HE BOOAT OO

MIPOTHBOYIOKA3AHKE NIPH KbPMEHE,

Deprunurer

Hsma nocTaThutio HANMGHN KIMHAYHH JaHHH 33 MBXKKUA WM JKEHCKHUA GepTHIHTET,

4.7 Edexrtn Bupxy ciocobBocTTA 32 ModHpaue B pabora ¢ MATUHER

[TapaueraMake Excripec He TORNHABA HITH MOBIHABA MPEHEGPERHUMO CHIOCOBHOCTTA 3a ITo(HpaHE U

paboTa ¢ MaUTHHI.

4.8 Hexenany NeKapeTBeHH PeAKNHE

HesxenanuTe peakumu ca usGpoeHn no-Joy 1o CHCTEMO-0prafed Kiac H uecTora. Yecrorara e
onpeneneHa karo: Muozo vecmu (21/10); Yecmu (21/100 no <1/10); Hevecmu (21/1 0060 o <1/100);
Peonu (21/10 000 no <1/1 000); Muozo pedxu (< 1/10 000), C neussecmua yecrmoma (oT HalMMHHTE

NaHHH He MOXKe Aa OBAe HAIPABEHa OLIEHKA),

ba3a nasiHu NO CHCTEMO-OpPraHHH KJIacoBe

Hesxenanu peakuyy H HecToTa

Hapymnesns Ha KpbBTa H IAMHATA CHCTEMA

Mnozo pedxu. TpOMOOLIMTONEHHA, IEBKOMEHHM,
TIAHIMTONCHUA, HEYTPONIEHNA, XEMOJIATHYHA AHEMUA,
arpaHyJoLHMTO3a

C Heuzsecmua wechioma. AHEMHA

Hapymenus na MIMyHHaTa cHCTEMA

Mnozo pedxu; anagunakcus (H3NCKEBama
MPEeKPATABAHE Ha JIEYEHUETO), KOXKHH PEaKIHK Ha
CBPBXUYYBCTBHTEITHOCT, BKIIOYBALIH OCBEH APYTO H
KOKHH 06pHBH

Crobiuasasu ca MHOTO PeIKH CTyYan Ha CEPHO3HH
KOXKHY Peakllny (JIEKAPCTBEHO MHIYLIHPaH CHEAPOM
Ha Stevens-Johnson (SJS), TokcuuHa emuaepManaa
Hekpormza (TEN), # ocTpa renepanysipana
exzaHTeMaTolHa nyerynosa (AGEP))

Pecnapatopuy, rpeIHH ¥ MEHACTHHAIIHA
HAPYIIEHUA

Mnuozo pedxu: GpoHXOCTIA3EM MIPH MALHEHTH,
YyBCTBHTEIHH KbM AIIETWICATHIIUIOBA KHCE/IHHA K
Apyra HCTIBC

XenatoOHIHAPHH HAPYIICHHA

Muozo pedxu: XelaToTOKCHIHOCT

Peoxu: nosHillaBaHe Ha YePHOAPOGHMUTES
TPaHCAMHHA3H, YepHOAPOGHA AHCHYHKIHA,
4yepHOApoGHa HENOCTATHYHOCT, YEPHOAPOOHA
HEKpPO3a, XBITCHHLA

C neuzgecmua vecmoma: XenaTur

HapyuieHus Ha KOXaTa W MOAKOKHATA THKAH

Peoxu: npypuryc, 00pHB, H3NOTABAHE, RHTHOCIEM,

ypTHKapHs
C neuszgecmua wecmoma: CK3aHTEMA

Hapyiuenus Ha HepBHaTa CHCTEMA

Peoru: rnarobonue

CroMaImHO-4peBHA HAPYIUEHHA

Peoru: xopeMHa 601Ka, THapHA, FaJeHe, NOBPHIIAHE
H KOHCTHIIALNA

Hapymenns Ha 6BOpeumre 1 NUKOYHNTE
MHTHIRA

Mhnozo peoxu: crepunna nuypus (MBHTHA ypHHa)
C neuseecmua vecmoma: HeQpoNATHH
(uuTepcTHIHaIEH HedpuT, TYOYITHA HEKPO3a) CTie
MPOABDKKTEIHA yTIoTpeba Ha BHCOKH JO3H -

O6my HapymeHns ¥ eeKTH Ha MACTOTO Ha
[IPMJIOKEHHE

Peodxuy: 3aMasHOCT, HEPA3IoNoXKeHHE

HapaussaHud, OTPaBAHKA M YCIIOKHEHHA,

Pedxu: npenosupale 1 HHTOKCUKALUA
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| BL3mMKHANY B pesynTaT Ha BHTepREHIAH | |

Cro0maBase Ha NONOIMPAHH HEKENAHH DEAKLHH
CrofiasaleTo Ha IOAOIMPAHY HEKENAHH peakiiul cJie]] paspelnapase 3a yrnorpeba Ha neKapeTBeHHS

HPOAYKT € BaXHO. ToBa N03BOMABA A3 MPOARIDKK HAOMIONCHHETO HA CHOTHOMEHHETO NOM3A/PHCK 32
NeKApCTBEHHA NPOAYKT. OT MEAMUMHCKNTE CIIELHANHCTH & H3KCKBA 1A CHOOIABAT BCAKA
MOJI03MPaHa HeKeNaHa peakius upes HamenuuTensa aresmua no Aekapereara, yiu. ,.,Jlamsu Ipyer” Ne
8, 1303 Codms, Ten.: 02 8903417, yebealiT: www.bda.bg.

4.9 TIIpemosmpame

Hpenosmpanero Ha napaneTaMon MOKe Aa NPHYKHH YepHOAPOOHA HEAOCTATHYHOCT, KOSTO JIa A0Be/e
EO 4€pHORPOOHA TPaHCIUIAHTALNS WIH CMBPT.

ChuecTByRa PHCK OT HHTOKCHKAIA 0cOGEHO NPH NALMEHTH B CTapUecKa BB3PACT, MAJKM Acla,
NaumenTH ¢ YepHoApoGHo 3a60MaBaHe, B CIIyYauTe ¢ XPOHHUYEH ANTKOXOIM3EM H IIPH NALMEeHTH ¢
XPOHHYHO HeAOXpauBaHe. [IpH NauHeHTH NpUeMAaINy eH3INMHY MHIYKTOPH H IIPH BB3PACTHH ¢
TenecHo Terno noa 50 kg. [penosupakero B Te3n ciayuad moxe Aa Guae datammo.

CumrrroMHTe OGMKHOBEHO Ce TIPOARABAT B PAMKHUTE Ha IIBPBUTE 24 uaca W BKTIOUBAT: FaneHe,
TIOBpBILAHE, AHOPEKCHS, SIeaHOCT i KopeMHa 5OK2 WM NALKEeHTHTe MOTaT aa ¢a 6eacHMITTOMHH.

Ypeno3upaneTo Ha napaueTaMon NpH eAHOKPATHO MPHIOKEHHE NIPY BE3PACTHH MK [IPH AEHd MOKE
Aa MPHYHHHA HEKPO3a Ha YepHOAPoOHHTE KIETKH, KOST0 MOKe Iia MPEAU3IBHKA bJIHA W HeoGpaTHMa
HEKpOo3a, BOAellA IO XeNaroueTynapHa HeIoCTaTbYHOCT, MeTabonMTHa anMao3a 1 edredanonarus,
KOWTO MOTaT Jia IipeAM3BHKAT KOMa H cMBPT. EnnoBpeMeHHO ¢ ToBa ce HabioAaBaT MOBHIICHH HHBAR
Ha yepHoApoGHKTE TpacamuHasm (AST, ALT), nakrat nexunporenasa u Gunupy6un 3aeano ¢
NOBHIUCHH HHBA HA MIPOTPOoMOHHA, KOHTO MOTAT Ja ce 10sesT 12 10 48 uaca ciell NPUTOKEHUWETO,
TTpH BE3PACTHH, KOKTO ¢a IPHENY NOBEYE OT MPENOPLUHTE/IHUTE KOMHIECTBE NAPaLeTaMON €
BB3MOXKHO YBpeXaHe Ha YepHua ipod. CMATa ce, e eKCIeCHRHUTE KONMYSCTBA TOKCHYEH
MeTabonHT (KoHTo OOHKHOBEHD €2 AJEKBATHO ETOKCHKHUPAHH OT TyTATMOH, KOTATO CE IIPHEMAT
HOPMATHH AO3M 1APAleTamol), CTapar HeobpaTHMO CBLP3aHM © YePHONPOGHATA THXAH.

Hsxon naimesT Morar ia ¢a ¢ NOBHUIEH PACK OT YBPEXAaHE HA YEPHHS APOD MOPATH TOKCHUHOCT
OT NaPALETAMOIE,

Moxe ja ce passre 1 ocTpa GuOpetHa HeAOCTATEIHOCT C OCTpa TySy/Ha HEKpO3a.
Croliasanu ca CHINO H TAHKPEATHTH H CHPICYHH 8DUTMHH,

PHckoBuTe dakTopH BKMOYBAT: B ciyuaii 4e naudenTsT:

- € Ha JBATOCPOYHA Tepanus ¢ kapbaMasenus, GeroOapOHUTOH, GEHHTOMH, TPHMHIOH,
PHGAMIMIIHH, HBIT KAHTAPHOH HIIK APYTH IEKapcTBa, KOWTO MEYLMPAT YEPHOAPOOHHTE SHIMMMU.

- 4ecTO 3noynoTpebaBa ¢ aIKoXoJi B KONHYECTRA, HAAXBLPIALIM NPeOPLYHTEIHHTE

- € BL3MOXHO /i € ¢ U34EPIIaH NITYTATHOH, Hanp. XpaHHTeTH! PascTPoicTRa, MyKoBrcLMI03a, HIV
HHGeKIA, TagyBaHe, KAXEKCHS

Fopecnomena'rme PHUCKOBU d)alcmpn MOTaT fia NOHHKAT rpara Ha XCrmaToTOKCHYHOCT.

Ipouenypa 3a cCrieWiHy CIAy4aH:

He3abaBHOTO NeueHNE & OT CHINECTBEHO 3HAYCHHE IPH OBNAIABAHE Ha IPENOINPAHETO C
napaueramon. Ilauentnre Tpabea cnemno ga Gpaat npexsbpiaelu B Gonuuia 3a Hezabasna
MEIHLHMHCKa TTOMOL.

TpaGra na ce oOMECIH MpUIOKERKHE Ha AKTHBEH BBIACH, ak0 >150 mg/kg napaneramon e,
B PAMKHTE Ha | uac,
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linasmenara koHLEHTpaLMg HA MAPAUETAMON TPAGEA /1A Ce M3MEPH HA YETBHLPTHA 9aC WIH O-KECHO
CTIEA NOTNIbIAKE B Cilydail Ha ¢AHOKPATHO OCTPO Npeosupane. TpsbBa na ce U3noN3Ba KPHBHA
npoba 3a onpeaenAHe Ha ITEPBOHAYANHATE [UTA3MEHa KOHUCHTPAILHA HA HapaLeTaMo.

Jeverne ¢ N-anemunumcrens, Tpadea fa Gbe NPHIOKEHO BB3MOKHO Hali-CKOPO B CHOTBETCTBHE ¢
HALMOHANHHTE PBHKOBOICTEA 38 NEYEHHE.

Tpabea 1a ce NPUIOKHM CHMITTOMATHYHG JICUCHHE.

5. ®APMAKOJOIHYHU CBOHCTBA
5.1 ®@apmaxoauHaMHEYHN CBoiicTRA

(DapmakoTepaneBTHYHA IPyIia: aHANTETHLM; APYTH AHANTCTHIM M AHTHIIHpeTHIN; aHwismn, ATC
kon: NO2B EO1

IlapaneraMon ¥Ma AHANTETHYHO M AHTMIIMPETHYHO ACHCTBHE. AHANTETHMHMAT M AHTHITHPETHUEH
MeXaHH3bM Ha JACHCTBHe Ha MapaueTamMol] HE € HAITBIHO M3dcHeH. BeposiTHO € LEHTpanHO M
nepudepuo peiicreme, JlokazsaHo € M3pazeHO WAXuOWpaHe Ha UepeSpanHHs cHHTE: HA
NPOCTAraHAWHY, AOKATO NEPHGEPHUAT CHHTe3 Ha MPOCTATAAHAWHM ¢ cnaGo wHxHGHpaH. OckeH
TOBA, NapaleTaMoN HHXHOHPa edekTa Ha HIOTeHHMTEe NIMPOTEHH BRPXY TEMMNePATypaHaTa perynauys
OT XHIIoTAIaMycCa.

5.2 (PapMaKOKWHETHYHM CBOiicTBA
Hapaueramon ce abcopbupa 61p30 ¥ TOYTH HANKIHO OT CTOMAUIHO-YPEBHUA TPAKT.

PapMakOKMHETHIHKTE JAHHH TIPH XOpa NOKa3BaT, Ye paHHaTa abcopOuua Ha napaueTaMos (JacT or
A103aTa Npes psuTe 60 MUHYTH) € ¢ 32% no-ucoka npu [TapaueraMake Exkcnipec B cpasHesine che
crazapTHa TabneTka napaueramon (p <0,0001) ¥ ¢ Mo-Manka HHTEPUHAMBUAYANHA U
HHTpaHHAMBHAyalHa BapHaGraHocT (p <0,0001) npu panna abeopGima na napaieramon npu
[lapaneraMakc Excnpec B cpaBHeHMe CBC CTAHAAPTHY TAGIETKH MapateTaMost.

PapMakokHHETHYHUTE NaHHHW MPH XOPa MOKAIBAT, Y€ MAKCHMATHATA IU1A3MEeHA KOHLIEHTpAlIAS Ha
napaueTaMon c¢ ROCTHTa ¢ 1ode 25% no-63p3o npu IapaneraMaxe Excnpec B cpasnenye cbe
CTaHAapTHHTE TAONETKH MApALeTaMos Ha [IaAHO H ciiex Xparene (p <0,01). Kounenrpanusra B
MU1a3MAaTa JOCTHIA UK A0 25 MHHYTH.

Ob6mara crenen Ha abcopbuns Ha napaneramon npu NapaneraMake Excripec e eksHBaneHTHa Ha
Ta3u NIPU CTAHAAPTHATE TalACTKH NapaneTaMost.

B m3cnensaHe 3a 6M0EKBUBANCHTHOCT €A NOTY4YEHH CETHUTE PEIYATATH COPIMO peePeHTHRAT
npoayxr Hananon dunmupany Tabnerkn * Homep na macnepsanero: BE-1967-19):

Peepenten npoayxr (R) Tect npoaykr (T)
[DapMaKoKHHETHIHM Cpenno Crappaprae | CV Cpeno Cranma prie L
napaMeTpH apurMeThuno | orknenchne | (%) | apaTmernane | orknonenne (%
*T ipax (1) 0,68 0,25-2,25 0,42 0,22-1,33

*cpoflenn MequaHa & JHanason

Hanuute ot cuuHTHrpadHATa NP Xopa oxassar, ve [JapaneraMaxkc Excnpec o6uknoB
Aa ce pasnajna 5 MUHYTH cnej npuema. GapMakOKUHETHIHHTE JaHHH IPH XOPa 1oKa3
napaueTamos o6MKHOBEHO Modke Aa 6L4e OTKPHT B InasMata cnest 10 MUHYTH.
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CBEp3BaHeTO ¢ IUIASMEHHTE NPOTCHHHE € NPOMEHHBO. [INa3sMeHHAT NoAykuBOT € 1-4 yaca.
MaxkcumanaaTa Nna3Mena KOHIIGHTPaLus Ha NapalieTaMo ce JocTHTa no-6Bp3o 3a [TapaueraMaxc

Excripec B cpasHenMe che cTaHIapTHATA TabNeTKA NapaLleTaMoll Ha TagHO M Clief] XpaHeHe
(p <0,01).

HapaneramMon ce pasrpenens OTHOCHTENHO PABHOMEPHO B NOBEYETO TENECHH TEHHOCTH.
ExckpeipnTa e Moyt u3KmounTenno 6u6peuna, nox hopmara Ba KOHIOTHPaHEH MeTabONHTH,
5.3 Ilpeaxkiuugunn JaHHH 32 Ge30MacHOCT

O6mHpHUTE MPOyIBaHAA HE MOKA3BAT AAHHH 32 PEJIEBAHTEH NeHOTOKCHYEH PHCK TIPH NApalleTaMoN B
PaMKHTE Ha TEpPaCBTHYHHA, T.€. HETOKCHYEH, JO30B JHa{la30H,

Jwnrocpounnre Npoy4YBaHUs BHPXY IUILXOBE K MULIKK HE TOKA3BAT HUKAKBH 3HAYHMM TYMODOT€HHM
eEKTH NMPH HEXETIATOTOKCHYHH JOIM NIAPALETAMON.

JIMncear KOHBCHITHOHATIHY NPOYYBaHWA, HIIOAIBAIIH NPHETUTE TIOHACTOALINEM CTAHAAPTH 38 OLSHKA
Ha TOKCHMHOCTTA 38 PENPONYKTHRHOCTTA H PASBUTHETO.

6. @OAPMAIEBTHYHH JAHHW

6.1 CnHCBK HA ROMOMHHTE BeIIeCTBA

Anpo Ha Tabnerkara:

IpexenaTuruanpano HuLIecTe (LAPEBUYHO)
Kanuses xapbonar

Tosumon (K-25)

Kpocnosunon (tun B)

AnNrvHORA KHCENUEA

KonouneH, Ge3B0/ieH CWIHLMER NHOKCHT,
MarHesues creapar

OUIMOBO NIOKPHTHE:

Xunpomenosa

TMonuaexctposa (CHABPKa COPOUTON ¥ NHOKO3A)
CpeaHOoBepHKHN TPUTTHLEPHAK

Maxkporomn 3350

Kanuues kapbonar

Obesmacaen crsHIOTASIOB NelnTHH (E322)
Maxkporon 400

6.2 HecLBMeCTHMOCTH

Henpunoskmumo

6.3 Cpoxk Ba rogsocT

30 mecena

6.4 CreoHaaHH YCJIOBHA HA ChXpaHeHHE

To3H sekapcTBeR MPOAYKT He HIHCKBA CHELIMAIHH YCIIOBHS 38 ChXPAHEeHHE.

6.5 BaaucbABPRARHE HA ONMAKOBKATA
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PVC/PVAC-amymunnit Gnucreps u OPA/AL/PVC-anymunuit Gaucrepu.
Buaoze onakosxn: 10, 20, 30, 50 u 100 dunmupanu Tabnerky.

He somrxy BmoBe OMaKOBKH MoraT Aa 6sIaT yCHATH Ha nasapa.

6.6 Coenpannn NpeaRa’BA MEPKH HPA A3XBLpasae i pabora

HeuznomspaHuAT NexapcTeeéH MPOAYKT HIH OTIAABUHNTE MaTEPHAIH OT Hero TpabBa 4a ce HIXBBpIAT

B CBHOTBETCTBHE C MECTHHTE M3UCKBAHKA.

7. NPATEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

TevaB.V.

Swensweg 5

2031 GA Haarlem

Hupepnasgus

8. HOMEP(A) HA PASPEDIEHHETO 3A YIIOTPEBA

Per. Ne 20210364

9. JATA BA IIBPBO PASPEMIABAHEMIOTHOBABAHE HA PASPEHIEHHETO 3A
YIHOTPEBA

Jara na mupeo paspemaeaye: 08.12.2021

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
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