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1. MME HA JEKAPCTBEHHS TPOJYKT 16 - M

(g R Tt U] Bla

IMapaueramon Exotdapm 500 mg Tabnetku

Paracetamol Ecopharm 500 mg tablets

2. KAYECTBEH U KOJIHMYECTBEH CHhCTAB

Besika tabnerka [Mapaueravon Exodapm chabpxa 500 mg napauetamon (paracetamol).

3a MBJIHHA CIIHCHK HA FOMOIMIHUTE BEIUECTRA BHXCTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerxa
flapaueramon Exodapm ca Geny, npoabarosarh TableTKy ¢ OENMTEHa YepTa OT €HATA CTpaHa.
4. KJIHMHWYHH JAHHH
4.1 TepaneBTHUHH NOKA3AHHA
Tlapaueramon e ymMepeH aHAITeTHK Y aHTUIIMPETHK, TIOKA3AH 34 JICUEHHE HA NOBEYETO GONEIHEHH U
(ebprany CHCTOAHKA, HaPUMeD r1aBoboIHe, BRIIIOYHTENIHO MUIPEHa H TEH3HOHHO rnasoGoaue,
HeRpanrus, 3s6060n, Gonku B repba, Be3NANCHO rBPAO, MEHCTPYaNHH GOIKH, PEBMATHUHN H MYCKYJIHH
Oonku; nosuieHa TeMneparypa i Gonka MpH rpun U npoctyaun 3abonaeanus. fpenopsysa ce chilo u
KaTO CHMITOMATHYHO JIEYeHHE Ha Oo1ka MpH JIeka [0 yMepeHa dopMa Ha pTPHT.
4.2 /Io3HpoBKA H HAYAH HA NPHICKEHHE

03HPOBKE
Bu3pacmnu
2 TabaeTkH 10 4 IbTH AHEBHO NPH HEOGXOIHMOCT.

Ha ne ce npuemat nopeye ot § TabneTkn (4000 mg) 3a 24 uyaca.

Heya om 6-12 2odunu:

¥2 (nonosun) Ko 1 TabneTka TpY HAM HETHPH ITHTH JHEBHO NpH HeobXonumoct. la He ce npueMa OT geua

non 6 ronunu. Ja He ce npueMa oT Jeua noseue ot 3 auH 6e3 KOHCYNTauus ¢ Jiekap.

JlekapcTBeHMAT NPOKYKT J1a Ce MPHEMA HA MHTEPBANH, HE NO-MAJIKH OT 4 yaca, HO HE noBeve OT 4 MLTH 3a

24 uaca.

Hauuy Ha nipwioxenne; nepopanHo

43 IlporrBonokazanmus

Touka 6.1.

4.4 Cpenvansn NpeRyNpeKICHAs H TPeINA3HA MEPKH HpH yunorpeda




[TpunaraneTo nNpH nanyenTd ¢ OuOpednn 1 YepHoapoGHu 3abonsBaHHs TPAOBA 13 CTaBA BHAMATENHO.
PHCKBT OT Ipeo3HpaHe € NO-ro/1aM NPH NALHEHTHTE C HENMPOTHYHO ATKOXOAHO YepHOAPOOHO
3abonspane.

Ja He ce npesuiuaBa npenopLyYBaHara J03a.
[launeHTH ¢ NepcucTHpallo raeoGomre TPAOBA /18 Ce KOHCYITHPAT ¢ JIEKap.

Tpenopwusa ce fa He ce IpHeMa €AHOBPEMEHHO C JIPYI'Y TapaueTaMo-ChAbPiKaliy IeKAPCTBEHH
HPOAYKTH.

TIlauneHT], cTpajaluy OT Jiexa Ao yMepeHa dopMa Ha apTpHT, KOHTO npHemaT 00e36oaBalily eXxeIHEBHO,
TpAGRa a ce KOHCYJTTUPAT C JeKap.

Heobxoaumo € sBHUMaHMe NPy NalHEHTH ¢ HAMATIGHH HHBA HA rTyTATHOH, Thif KaTo yrnoTpebara Ha
napaueTamMon MoKe Aa yBeTW4H pHCKa OT MeTabonTHA aumaosa (8K, Touka 4.9).

INopaay ysenryenus puck oT meTabonuTHa anKzo3a ¢ rofsMa aHuoHHa pasnuka (HAGMA) ce npenoprsusa
NOBHUIEHO BHHUMAaHWUE 1PH CHIIBTCTBALIC NMpUIOkKeHHe Ha (TyIIOKCALMTHH H NApaueTaMon, 0CoGeHO NpH
NALMEHTH C TeKKA cTeneH Ha OBOPEYHO YBPEIKIAHE, CENCHC, HEOXPAHBAHE K APYrH H3ITOYHMUM Ha
AcHUMT HA TIYTATHOH (HANp. XPOHHMYEH ANKOXOIN3IBM), KAKTO H NIPH TE3H, KOUTO H3TION3BAT
MaKCHMaJIHaTa THEeBHa J03a NapaneraMon. [IpenopsuBa ce CTPHKTHO MPOCAEABAHE, BKTIOUHTETHO
M3MepBaHe Ha 5-OKCONpPO/KH B ypHHATA.

AKO CHMITOMMTE HE OTLIYMSBAT, € HEO0XOIUMA KOHCYJITALMA C fleKap.
Ha ce chxpaHdBa Ha MACTO, HEAOCTBITHO 3a Jeua.
4.5 BaaumojnelicTBHe ¢ JPYTH JeKAPCTBEHH NPOIYKTH H APYTH JOPMHE HA BIanMoOJeicTRHE

MeToxnonpaMyR WIH JOMIICPHAOH MOTaT 12 yBeJIHMaT cKopocTTa Ha abcopbuya Ha rapaueTamor, a
XOJECTHPAMHMH Ja 3 3aDaBu.

IMpoaBKHTENHOTO PeAOBHO IPHEMAHE HA NAPALETaMON MOXKE A3 3aCHAM AHTHKOATYNIaHTHUA edeKT Ha
éapchapur ¥ APYTH KyMapHHH M 1a IOBHUIH PYCKA OT XPBBOTEUEHHE; OrPaHMYEHH NPHEMH HE OKa3BaT
3HAYHTENCH edeKT.

Heo0xonumo € MOBULEHO BHHMAHUE IPH ChIOBTCTBAINA YRoTpeba Ha (hiyKnoKcalMiaHH H Iapaueramon,
Thil KATO €AHOBPEMEHHHAT NPHEM ce CBBP3Ba ¢ MeTabOoNHTHA auI03a C TOIAMA AHHOHHA pa3iinka,
0cO0EHO NPY NaLMEeHTH ¢ PHCKOBH (akTopH (BK. Touka 4.4).

4.6 bpemMeHROCT H KbpMeHe

bpemeHHoOCT

3Ha4MTENHO KONMUYECTBO JAKHM NPH GpeMeHHH xKeHu He NOKa3BaT HHTO MalQOPMaTHBHA, HHTO
(PeTo/HEOHATANIHA TOKCHYHOCT. Pe3yNTaTHTe OT eNHAEMHONOTMMHITE NPOYYBAHHA BbDXY HEBPOIOTUYHOTO
pasBUTHE Ha Jigua ¢ €KCNO3KIINA Ha NapaileTaMo in utero ca HeybeguTenHH. AKO € HeoDX0IHMO OT
KIMHHYHA IeAHa TOuKa, MapaLeTaMosl MOXe Ja Ce Mpwiara no Bpeme Ha GpeMeHHoCT, HO TpAbBRa fa ce
H3[10/13Ba HaH-HHCKATA eEeKTHRHA 11032 32 Bh3IMOXKHO Haii-KpaTKo BpeMe H ¢ Bb3MOXHO Hali-HHCKaTa
HeCcToTAa,

[NapauieTamon ce eKCkpeTHpa B KhpMaTa B MHOTO Maitki KOJTHYECTBA, KOHTO €€ CY
Hanu4yn#te ny0;IMKyBaHH AaHHH He HANAraT NPeKhCRAHE HA KbPMEHETO.
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4.7 EdexTn BbpXy cnocobHocTTA 32 Wodupane B paboTa ¢ MAIIHHK \ ¥



Hasma.
4.8 HexenaHn JeKAPCTBEHH PeAKIHH

JlanuuTe OT NpOBeCHHTE KIMHHYHH OPOYYRAHHA PA3KPHBAT HUCKA YECTOTA HA HEXENAHH JIEKAPCTRCHH
peakusH nNpy HUCKH excnosHLEy. CHOTRETHO Cy4auTe, KOMTO ca GHIM JOKIaABaHH 1o BpeME Ha AbArHA
MOCTMAPKETHHIOB NEPHOA NPH TEPANEBTHYHH J03H M CMATAHH 38 AL/DKALLM CE HA NpUeMa Ha
napaueramos, ca u3bpoexn no-noiny, MoxpeeHH no cHetemu. JaHHUTE OT KIHHHYHHTE POYYBAHHA €A
OrpaHH4€HH, NOPajIy KOETO HE MOXE /13 Ce HAMPABH OUEHKA HA YECTOTATa Ha HEXKETAHUTE PeaKLHH, HO
TIOCTMAPKETUHIOBHSAT ONIMT NOKA3BA, Ye HEXKEeNaHWTE PEaKLHH KbM MapaleTaMoN Ca peakH, a CepHO3HNTE
HEKENaHN PEaKLIMH — MHOTO PEAKH.

Hapymenns Ha KPbBTAa H AHMHATA CHCTEMA

MHoro penkn; l TpomOoLHTONEHHS, arpaHyIOUHTO34a

Hapymenns 5a HMYHHATA cCHCTEMA

MHoTO pefkE: | AHadWIaKCHs, KOXKHH PEAKUMH HA CBPBXIYBCTBHTETHOCT, BIUT. OGPHB, AHrHOEEM,
CHHIPOM Ha Stevens-Johnson/TokcHyna enuiaepManHa HEKPOIK3a

PecnupaTopnH, rpLARA ¥ METHACTHRATHE HADYIEHHS

Mmoro peaxe: | BpoHxocnaypM*

Xenaro-GuIMapHn HADYIIEHHS

MHoro peaxn: l‘-lepnonpoﬁﬂu HAPYIIGHAA

* JloknansaHuTe cTyuaH Ha GPOHXOCTIAIBM ClIEA IPHEM HA NAPALETAMON Ca MO-BEPOATHHU (IPH ACTMATHILH,
YYBCTBHTEIHE KM acniupun 1 apyru HCIIBC.

Crofiiasane Ha NOJO3MPAHN HEXENAHH PEaKLIHU

CrobwaraneTo Ha NONO3MPAHH HEXXENAHHK PeaKLKH clell paspeiuasate 3a ynorpeda Ha TekapcTBeHUs
MPOAYKT € BaXHO. ToBa no3soaBa 2 Npoas/kH HabJI0NEeHHETO Ha CHOTHOLIEHHMETO NOJI3a/PUCK 34
NeKapCTBEHHS MPOIyKT. OT MEAWUMHCKHMTE CNEUMANTMCTH C& MRMCKBA 2 ¢ho0LIABaT BCSKA NOJO3WpaHa
HexxenaHa peakiws upes H3mbeinuTeNHa areHlina no nekapcrteara, yi. . Jlamsn [pyee®, Ne 8, 1303 Codus,
Ten.: + 35 928903417, yeGeaiir: www.bda.bg.

4.9 TIlpeaosmpane

IpenosupaneTo ¢ NapaueTamMon MOXE Ja MPeIH3BUKA YePHOAPOGHA HENOCTATLYHOCT, KOATO A3 H3UCKBA
uepHOAPOOHA TPAHCILIAHTALMA WIH A3 JOBEAE 1O CMBPT.

[1pu BB3pacTHH uepHOAPOGHO YBPEIKAAHE € BE3IMOXKHO crell mpriem Ha 10 g uiik Noseve mapaLieTamont,
[IpremaneTo Ha 5 g WIH NOBEYE MOXe Ja I0BEAE [0 HYePHOAPOGHO YBpexKaaHe NPH MALHSHTH, [IPH KOHTO
Ca HajHIe CREAHUTE PHCKORH (JaKTOpH:
- NPOALIHKHTENRHO JIEUeHHe ¢ KapGamasenuH, henobapburan, QeHHTONH, IPHUMHIOH,
prbaMnUuMH, XbIT KAHTAPHOH HITM APYTH NEKApCTBA, HHAYLHPALLY YEPHOAPOSHHUTE eH3NMMU;
- PeNoBHA KOHCYMalMA HA eTaHOA B KOJIHYECTBA, HAABULIABALUM [IPENOPLUBAHHTE;
- BEPOATHO H3YEPNBAHE HA INTYTATHOH, HANPUMEP XPAHHTETHY HAPYLIEHHS, KUCTO3Ha Gubposa,
CITHH, rnanysane, Kaxekcus.

Cumnmomu
CuMrromute, Ha0MFORaBaHM {Ipe3 NbPRHTE 24 yaca cliell NpEAO3Upane ¢ NapaneTamon, ca 6reaocT, ranexe,
NoBpPblIaHe, aHopekcha K abroMuuanHu 6oakn. Ilpuskauy Ha yBpekiaHe Ha yepHus apol Morar Ja ce

HaOmonasat 12 no 48 vaca cnen npenosupaunero, Morat 1a ce HabMIONABAT AHOMATHYEMETAGO

XEMATypHs H MPOTEHHYPHA, IOPH H TIPH OTCHCTBHE HA TEXKO YePHOAPOOHO YB
3a CbPAEYHH APMTMHH H NAHKPEATHT.



Jeuenue

Hesa6asHOTo neuenne € oT ¢hUIECTBEHO 3HAUCHHE 32 ORNAASBAHE HA NIPEJOIUPAHETO ¢ NAPALICTAMON.
Benpeku Muncara Ha paHHM CHMITTOMH, MAIMeHTHTE TPA0Ba Aa 6bAaT HACOYEHH KBM COEUIHA MEAULIHHCK]
IOMOLY 3a He3a0arHO JekeHHe. CUMITOMHTE MOTat 18 ObAaT OrPaHM4EHH /10 FAJEHe HITH NOBPHINAHE W
TEKECTTA HM a2 HE OTPA3FBA TEKECTTa HA NPEAOIHPAHETO MITH HAHECEHHTE OPraHHH YBPEXKIaHHA.
Jleuenveto Tpabea 1a Obae B ChOTBETCTBHE C YOTAHOBEHHTE PHKOBOACTRA 33 1€UEHHE HA HHTOKCHKALHH.
Jleuenve ¢ aKTHBEH BERITICH MOKeE 1a CE NPUIoXKH 10 1 Yac OT npexo3npaneTo. [L1a3MEHATA KOHUEHTPALHS
Ha NapaueTtamon TpaOea Aa ce M3MEPH CJIEM YeTBBLPTHS Hac OT NOITTBILAHETO (NO-PAHHUTE H3MEPBAHUSA HE
ca noxasarenHu). Jleuenue ¢ N-auerunimcreus Moxe 1a 6nae nposeneHo 1o 24 waca ciesn
HHTOKCHKALMATA, HO MAKCHMAIIEH MPOTEKTHBEH e(eKT ce NOCTHIA IO OCMHA YAC OT NPHEMA.
EdiexTusHocTTa Ha RHTHAOTa HaMAa/IsBa PA3KO IPH NO-KBCEH NPHEM. AKo € HeoBX0IHMMO, Ha NALEHTA ce
ApUNara HHTPaBeHO3HO N-aUeTHILHCTEVIH B ChOTBETCTBHE C YCTAHOBEHATA CXEMA HA J03UPaHe. AKo HAMa
NOBPBLIAHE, KATO NOAXOAALIA ANTEPHATHBA MOXKe Ja Ohae NPHIIOKEH METHOHHH OPAITHO, AKO JIEHYEHHETO Ce
[pOoREXk/A B OTHANCYEH paifon u3BbH GonHKu4HO 3aBe/ieHke. JIeYEHHETO HA NALMEHTH, NMOTYYHIN CEPHUOIHO
4epHOZipobHO yBpekaaHe, cell 24-us yac ot npueMa Tpabea Ja 6bae 06CHACHO ChC CICLMATUCTH OT
OTIENEHHE N0 XeNATONOrus.

5.  @®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakolHHAMHYHHE CBOHCTRA

dapMakoTepaneBTHYHa rpyna: JipyrH aHAJTeTHUH H AHTHNHPETHLH, aHUTHAH

ATC koa: NO2BEQ1

INapaneramon ¢ ananreTHK v aHTUNMPETHK. MeXaHHIMBT Ha AeHiCTBHE BEPOSTHO HanoJ0098a TO3H Ha
acTIHpHHA Y € CBbP3aH ¢ HHXHOUpaHe Ha npocTarnaHauHoBHa cunTes. Habnionasanara nuxubunms e
celleKTHBHA.

52 dapMakoKHHeTHYHM CBOMCTBA

Abcopbuua

Cnen nepopalied nprem napaneTamon ce abcopSupa Gbp30 H HANLIIHO OT FACTPOMHTECTHHAHMA TPAKT.
MakcumanuuTe nnasMeNH KOHUCHTPAUHH ce AocTHraT 30 — 60 MUHYTH Cliea npHeMa, a IUTA3MEHHST JKHBOT
e | —4 yaca cnes npHeM Ha TEPANCBTHYHH JO3H.

Pasnpeaenenue

Iapauetamon ce paznpenens cpaBHHTEIHO €HAKBO B OBEYETO TENeCHH TeuHoCTH, CEBLP3BAHETO ¢
I1a3MEHUTe NPOTEHHH € npoMernuBo; 20% o 30% Morar Ja OCTaHAT CRLP3AHM NPU KOHLEHTPALMH,
JAOCTHIaHY [IPH OCTPA HHTOKCHKAIIMA.

BuoTpanchopmanns

[NapaueTamon ce GHoTpaHchopMHpa FIABHO B HePHUA APOS Ypes [MoKYPOHHPaHE H CyMPOKOHIOTHDAHE,

EnuMunupaHe

Crnien npreM Ha TepaneBTHYHU O3 OUle MEPBUA JIeH ¢ ypHHaTa ce wamp4sat 90% — 100% or eellecTsoTo.
Bbnpeku ToBa, MPaKTHYECKH LATOTO KOAHYECTBO NAPalleTaMON Ce eKCKPeTUpa NPOMEHEHO el
KOHIOTHPAHE E MEPHHA Jpob.

5.3 Ipenxnuuuand gauuny 3a 6e30MacHoCT

AOITBIIHEHHE KbM M30pOSHHTE B KpaTKaTa XapaKTepUCTHKA HA NPOdyKTa.
JIMnceaT KOHBEHLIHOHATHHM NIPOYYBaHHUS, H3TOA3BALIM IPUETHTE TIOHACTOSILIEM C
PENPOAYKTHBHA TOKCHYHOCT M TOKCHYHOCT 33 Pa3BMTHETO.

fapaLeTamon,



B npenoppysanyTe TepaneBTHYHU JO3MPOBKH NapalleTaMon MOKE A4 06 MPHIAra H Mo BpeMe Ha
OpemeHHOCT.

6. DPAPMAREBTHYHHA JTAHHHA
6.1 Cnuchk Ba IOMOIAM BelIeCTBA

[pesxxenaTHHUIMPAHO LAPEBUYHO HHIIECTE
Marnesues cTeapar

6.2 HecbBmecTHMOCTH
Henpunoxumo.
6.3 Cpok Ha roaHocT

3 roguHHe

6.4 Cnenna/HA ycJIOBHA Ha CLXpaHeHRe

To3u nekapcTBeH NPOAYKT He M3HCKBA CELMATHH YCIOBHA HA CHXPaHEHHE.
6.5 anHny 332 ONaKoBKATA

10 Tabnerku B Gnucrep ot PVC/AL donuo; 2 6ucrepa B KyThs.

6.6 CoennaiHH npeINa3BEH MEPKH NPH HIXBhpagHe u paGora

Hsama cnenmanHi HZHCKBaHUA.

7. TNPAUTEXATEJ HA PAZPENIEHUETO 3A YIIOTPEEA
EKODAPM I'PVIT AL

yn. Atanac Jyxos Ne29, er. 3,

1407 Codus, boarapus

Tea.: (02} 906 90 70

dake: (02) 906 90 71

8. HOMEP(A) HA PASPEHIEHUETO 3A YITOTPEFA

Per. Ne 20120243

9 JATA HA ITBPBO PA3ZPEIIABAHETIOMHOBABAHE HA PASPEUIEBRUETO 3A
YIIOTPEBA

Jara #a nupeo paspewnagane: 10.05.2012
Hara na nocneano noanopapaue: 11.05.2017

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

04/2022




