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1 HME HA JEKAPCTBEHMSI TIPOAYKT

IMapaueramon Codapma 500 mg TabneTku
Paracetamol Sopharma 500 mg tablets

2. KAYECTBEH U KOTMYECTBEH CHCTAB

Bcsaka Tabnerka cpaspika akTHEHO BeluecTBO MapartieraMon (paracetanol) S00 mg.
INomorHY BEHISCTBA ¢ H3BECTHO ACHCTRHE: MIUSHWYHO HULIECTE, TAKTO3a MOHOXHAPAT.
32 DBAHMA COHUCHK Ha MOMOIHKTE BEINECTE BIKTE TOUKa 6.1.

3. JEKAPCTBEHA 9O0PMA

Tabaerka

Inock TabneTkm, ¢ 641 A0 TOWTH GA UBAT, He3 MUPHC, C NpaBWIHa KPsria Gopma, C AeNWUTeIHa YepTa U
AvaMeTsp 13 mm.

Tabnerxara moxke aa Obae paszeneHa Ha IBe PABHH AO3H.

4, KJIHHHYHH JTAHHHA
4.1 TepaneBTHYNYM NOKAIANNE

Ilapaneramon e ¢imab A0 yMepeHO CHIEH AHANTETHK M AHTHITHPETHK H €€ NIPENOpbYBA 34 JICUSHHE Ha
noeeuero 60/1k0BH H GeOPHIHYN CHCTOAHNA, HANIPUMED rN1aBoboNHe, BKIIKOYHTENHO MHTPEHA H TEHIMOHHO
rnaeobomHe, 3560601, pEBMATHYHH A MyCKY.IHH GO/IKH, MEHCTPYATHH GOJIKH, BB3NANECHHE HA TEPIIOTO,
KaKTO ¥ 3a 00/leK4aBaHe Ha HEPA3NONOKESHUETO NIPA BACOKA TeMniepaTypa ¥ GOKH NPH MPOCTYAHNA

32001 9RaHuA.

4.2 [o3upoBKa H HATHH HA NPRIOKEHHE

,L[osnpomca

Buapacmuu u onowu rao 12 200unu: no 500 — 1 000 mg 3-4 neTH AHeBHO. MakcHManHa AHEBHA 1034 3a
BL3pacTHH — 4 g (8 Tabnerxn). [Ipu aeua nax 12 roguHu 1a He ce npueMar noeeve ot 3 g (6 Tabnetkw) 3a 24
qaca,

Heduampuuna nonyaayus
Hena om 6 00 12 200unu: o 250-500 mg 3-4 nxte anerHo. Jla He ce gasat noeeue oT 4 TabneTKy 3a 24
Haca.

Heya nod 6 z00wiu: nexapeTeenara dopMa He € MOAXOAAINA 32 AELA M0 6-FOAHIUIHA BB3DAcT.
Tlpenmopb4pa ce HHTEPBATET MEXY 2 NpreMa aa e 4-6 yaca. Ako € HeoOX0AHMO, JIEKAPCTBEHHAT NIPOAYKT
MOJKe J1a ce MPHeMa Ha BCeKH 4 Waca, HO He moBeve oT 4 1eTH 3a 24 4aca. [a He ce npesumasa
npenopsYBaHaTa AHEBHA 034.
KypenT Ha nedenne Ge3 KoHCyrraums ¢ AeKap sie Tpadsa ga Gbae no-npoawDKUTENeH

Haywnn Ha npuioxkeHHe: nepopatHo.

4.3 IlporuBOnOKa3RHNY



- CBpBXUYBCTBHTEIHOCT KBM AKTUBHOTO BEILECTBO HITH KM HAKOE OT MOMOILHHTE BENIECCTRA,
H30pocHH B TOuka 6.1;
- Texkn YepHOAPOGHH 3a60NABaHHS.

44 Coenmannnm npelynpeiIcHHd B UPeINAIHE MEPKH UPH yrorpela

[Ipwinara ce ¢ snMmat¥e NpH 9epHOAPOOHH WK OBOpeutn 3abonaBanKs, KaTo TpAGRa a2 Ce KOHTpOIHpa
uepHOApoOGHaTa 1 616peuna GpyHkuMs. PHCKBT OT MPeno3MpaHe ¢ NO-roNsM NpH DALMEHTH ¢ HELHPOTHYHO
HEATKOXOJIHO YepHOAPOOHO 3abonsBakHe.

Ilpx HanH9wWe Ha Hapyilexns Ha GrOpeudarTa GyHKLMS TPUICKEHHETO Ha IPOAYKTa TPsAOBa Aa cTaBa noxR
NeKapcKO HaOMOACHHE H MPH MPOCIEASBAHE HA CTOHHOCTHTE HA KPEATUHHHOBHA KIHPBHC. [Ipn
KPEaTHHUHOB KIMpBHC nod 10 mi/min nyrepsantT Mexay 2 npueMa e 6uBa 1a 6ba¢ no-mMarbk ot 8 yaca.
Za He ce npunaraT ApYTH NEKapCTBEHH MPOAYKTH, ChIbDPHKALIN IIAPALIETAMOIL, 33 A CE IPEAOTBPATH
€BEHTYaJIHO NPEeI03HPAHE H ABICHKA HA HHTOKCHKALMA.

AKO ciefi 3-IHEBHO NMPUEMAHE HA NapalieTaMoN He HACThIM NOACOPeHHe WIH CHCTOSHHETO CE BJIOIIH,
NaLMEHTHT TPAOBA fa ce KOHCY/ITHPA C fleKap.

Hapatieramon ce npwiara ¢ BHUMaHHE PH XPOHMYEH ATKOXOIU3LM.

[TponyKTHT CHABPkKA KATO MOMOLHO BEIUECTBO MLUCHAYHO HHINECTE. l'ImeHutmorro HHLIECTE MOXKE Aa
ChAbPIKA CaMO CJIEAM OT IyTed (3,6 MHKporpama B eHa TablieTka) ¥ ce ¢uHTa 38 6e30MacHO MpU Xopa ¢
uporuakus. [lanuenTtu ¢ aneprisi KuM MeHUNA (CHCTOSHIE, PAIMYHO OT LLOJIHAKHA), He TpaOBa fa
NpHEMAT TOBA JIEKAPCTBO.

TIpOAYKTHT ChABPAKA KATO MOMOLIHO BEINECTBO M NakTo3a. [TauneHTs C peIkH HacneACTBEHH MpobaeMH Ha
HEMOHOCHMOCT KBM TaJIakTO3a, MbJIeH 1aKTazeH Ae(UIMT Wi MoK030-ranakTo3na Manabcopliums e
TpabBa /ia IpHEMAT TOBa ICKAPCTEO.

4.5 BsaamoaeiicTBHE ¢ APYIH JieKAPCTBeHH HPOAYKTH B APYTH (JOPMH Ha BIANMOACHCTBHE

- EAHOBPEMEHHOTO NPHIIOKEHHE ¢ METOKIIONPAMHA ¥ JOMIEPHIOH MOXKE JIa YCKOPH pe3opbuwmaTa Ha
napaueTamo.

- [Napaneramon yIpbKapa eTHMHAALHOHHHA TIOJY)KMBOT Ha XJIOpaM(peHHKON 10 [ILTH Ha
KOMIIETHTHBHOTO TIOTHCKAHE HA HETOBHA MeTabOIHIBM M BOAH OC YBCJIHYESH DHCK OT MHETOTOKCHYHH
edeKxTH.

- ITpoAb/okHTENHOTO PEAOBHO IPHEMAHE HA MAPALIETAMOJ MOXE JI2 YCHAK aHTHKOAry1aHTHus edext Ha
KYMApHHOBHTE aHTUKOAY/IAHTH H J1a MIOBHLITH PHCKA OT KBPBEHE NMPH ¢HOBPEMEHHOTO HM NPHIOKEHHE.

- EAHOBPEeMEHROTO NPIACIKESHHE ¢ ANKOXON HIH JIEKAPCTBA - EHIHMHHM HHAYKTOPH, KaTo GeHHTOHH,
xapbamaserun, heHoOapOuTaN, pudaMIHLKH, H3OHHA3HI MOYKE 14 IPEU3BHKA TEXKH YEPHOAPOOHH
YBPEKAAHHSA.

- [TpoanmKkHTENHOTO NpHEMate HA BUCOKY JO3H NAPRUETAMON SAHOBPEMEHHO © ALETIICANMILWIOB2
kucenuna M qpyrd HCIIBC nosumasa pucka ot yepexzaHe Ha Gr0perure.

- XonecTHpaMHH 1 AHTHALMIHHTE ACKAPCTBEHH IIPOAYKTH 3a0aBAT pe3opOLMATa Ha NApaleTaMona.

- IpuemManeTo Ha maparneramon MoXe fia NoBIHse 1a0OpaTOPHUTE PEe3yJITATH OT U3CNEABRHETO Ha
MHKOYHA KHCETHHA H KPLBHA 3aXap.

4.6 PeprTrinTer, GpEeMEHHOCT H KEpMene

Bbpemennoct: He ce npenopriBa H3n00/138aHeTO Ha MapaLeTaMoN Npe3 ITbPBHS TPHMECTBP Ha GpeMeHHOCTTa,
HE3aBUCHMO OT (haKTa, He 10CeTa HAMA AAHHH 32 eMOPHOTOKCHYHO H TEPATOTEHHO ACHCTBHE HA
JIEKRPCTBOTO. JHAYHTENHO KOMKYECTBO KanHM NP1 OPeMEHHY XeHH He NOKA3BaT HATO Man(opMarysHa,
HHTO (eTO/HEOHATAIHA TOKCHUHOCT. PeayrraTnTe OT eMHaeMHOTOTHUHHTE npoytmamm BB xy
HEBPOJIOTHYHOTO PA3BUTHE HA [icLa ¢ EKCIO3MIMA HA MapaLeTaMo)1 in ulero ca HEyGQq
HeoOX0MMO OT KWIHHHYHA [TIe[HA TOYKA, [1apalleTAMO MOXE J1a Cé MpHAara o Rk
TpabBa fa Ce M3TON3Ba Hali-HHCKAaTa eeKTHBHA 1032 33 BE3IMOXKHO Hal-KpaTko/AR
HHCKATA 4€CTOTA.




Knpmepie: Ilpaiaran B TepaneBTHYHA 1034, IAPALETAMON [IPEMHUHABE B MATKH, KIIMHUYHO HE3HAUUTEIHH
KOH4YeCTBA B KbpMAaTa. B eproaa Ha xbpMeHe MapalieTaMosl ce NpIIara MpH CTPHKTHO CHA3BAHE Ha
AHEeBHATa TepaneBTHYHA J033 B IPOABIDKUTETHOCTTA Ha NeueOHud Kypc,

4.7 EdexTr REpXy cnocofuocTTa 32 modupare n pafora ¢ Mammana

Iapaueramon Codapma He nOBIHMABA HITH NOBJIMABA NPpeHeOPERKHMO cHOCOOHOCTTA 2a modupate n pabora
© MailyHH.

4.8 Hexenanmr JeKapCTBEHH peaKnRA

H3bpoennTe no-noiy HexeNnaHH NEKAPCTBEHH PeakLMH ca KIACH(ULBPAHH CTIOPE] 32CErHATaTa CHCTEMA
WM OpraH d cnopej YecToTara M. B 3aBHCHMOCT OT yecToTaTa, HexeIaHuTe peakiMH Morar aa 6saar
MHOTO YecTH (>1/10), gectu (>1/100, <1/10), newectn (>1/1 000, <1/100), peaxu (=1/10 000, <1/1 000),
mHoro peaks (<1/10 000) u ¢ HensBecTHA yecToTa (OT BATHIHHTE JaHHH HE MOXKE a ObJe HanpaseHa
OLCHKA).

YecroraTa Ra HeXenanHTe chOHTHS € oneHeHa Ha 6a3arTa HA CIIOHTAHHH CHOGIIEHHS, NOMYYESHH OT
HOCTMAPKETUHTORH JAHHK.

HapyiieHus Ha KpbBT3 B THM(HATA CHCTEMA:

Mno20 pedxu: aHeMHA, TPOMOOLIMTONEHHUS, JIEBKONIEHHS, ar PAHYIIOLHTO3A.

HapyineHHs Ha HMYHHATA CHCTEMA:
Mnozo peoxu: aHaQunakcHs, peakuui Ha CBPbXYYBCTBHTETHOCT, BKITOMHTENHO KOKHA 00pHBY, RHCHOSAEM.

PecnupaTopHu, rpr/ind ¥ MEAHACTHEAIHH HAPYIIICHHUA'
Muozo pedku: GPOBXOCTIATLM, AMCTIHEA TIPA TIAUHEHTH ¢ IOBHLICHA YYBCTBHTEITHOCT KBM

aneTHIcATMUMNOBa KucennHa i apyra HCIIBC.

CToMaliHO-4peBHH HAPYIIEHHN:
Peoww: ragene, NoBpbINa‘e, KOPEMHH DOJIKH, THADHA.

XenaToOHUNHApHH HapyIleHns
Mhnozo pedxu: HapylieHHs Ha YepHOAPOGHATA (YHKUHA; IPH HNPOABIKHTENHOTO NPHIOKEHHE HA BUCOKH
JO3H MOXeE J1a OBEAE A0 Pa3BHTHE Ha TOKCHYCH XENATHT.

Hapyinenns Ha KOxkara H NORKOIHATA THEAH
Mnozo pedxu: MHOTO PAITKO Ca ChOOIABAHM CEPHOIHH KOXKHH PEAKUMH.

Hapywenus Ha 6u6peniTe U NEKOYBHTE TETHINA
Muozo pedxu: napywienvie na Gubpeuriata hyHkuma (ananreTHusa HeponaTHs) UPH MPUIAraHe Ha BHCOKH
IO NMPOABILKHTENHO BpEME.

Crobinapane Ha TONO3UPAHH HENEIAHH PEAKIMH

CrobiasaneTo Ha 10J103Hpany HeXeNaHH PEaKLMH cllel paspellaBaHe 32 yNoTpeda Ha JIeKapcTBEHHS
[PORYKT € BaXkHO. ToBa No3sonssa fa NPOARIKY HabMONCHHETO HA CHOTHOMIEHHETO MON3A/PHCK 33
NeKapCTBEHHA IMPOAYKT. OT MEIHUMHCKHTE COEUMAMCTY C& H3UCKBA A3 ChO0MIABAT BCAKA NIONO3Hpana
HEXeNaHa peakuua dpe3 Hsnniuurensa arequus Ho ilekapereara, yi. ,,Jlamax ['pyes” +1303 Codms;
Ten.: +35 928903417; yebeaiir: www.bda.bg.

4.9 TIlpexosupane

Cumnromaryka: PanHH CHMIITOME Ha HHTOKCHKauMA (TipK npenosupaxe Han |
BR3pacTHH M Hax 150 mg/kg mpu nena) — Texxect M GonkH B enHracTpuyma, 61 -
anopekchs, Ge3noko#cTEo, 0610 HepasnonokeHue. B HAKOM Cy4aH paHHH CH : Bat.



ITpusHaumTe Ha HepHOPOGHO yBpexaaue ce nabmonasar 12 fo 48 vaca ciex Dpeao3upaHe. B TeXKHTE
CIIy4aH ce pa3BHBA UMTO/IHM3A HA XETATOLUTHTE, IPEMHHABAWA B THIHHA ¥ HeoOpaTHMa HEKpO3a, XeMOparus,
XATIOrNHKeMus, MeTaboIMTHA anu03a, eHuedanonaTya, KoMa i CMLPT.

YcTaHOBABA C€ CHINO TAKA MOBHILEHHE HZ CTORHOCTHTE Ha YEPHOAPOGHHATE TpaHCaMHHasH,
NAKTATAEXHUAPOTEHa3a, OIMpyOHH, NOMIDKaBaHE HMBATA HA MPOTPOMOHH.

Mozke f1a ce pazBue ocTpa GLOpeyHa HEAOCTATHYHOCT ¢ OCTPa TYOY/THA HEKPO3a, MPOSBABALLE CE ChC CHITHO
H3paseHd GOIKH B KPECTA, XEMATYPHA U [IPOTEHHYPUS, OPH NPH JIKIICA HA TEXKO YEPHOAPODHO YBpEKaaHe.
JloknanBaHy ca ¥ CIyuay Ha NPOSBA HA CHPACYHH APHTMHH H NAHKPEATHT.

Jlegenye: Criemiaa xocnHTanu3anus Ha GONHMA, MpUATaHE HA AKTHBEH BBIJIEH, CTOMALIHA IPOMHBKA,
BOAHO-COJICBH Pa3TBOPH, CHMITTOMATHYHH CPEJICTBA; MPH HEOOXOAMMOCT - AMXATENHA H ChPASIHO-CHA0BA
peannmMauud. [Ipy chmsiense 3a MHTOKCHKAIMA ¢ TIapalieTaMolT TPAOBA A2 Ce ONPEAENT CePYMHHTE
KOHLCHTPALIHK Ha napalieTaMon, HO He MO-PaHo OT 4 WK noBeye Yaca cien npuema My. Kato cnetmdnueq
AHTHIOT MOXKE [ CE NPHICKH NEPOPATHO WIH BEHO3HO ALETWILMCTEHH A0 24-Us 9ac cle Npeio3upaneTo
C mapareTaMo, Karo Hai-n1065p edexr ce HaGnoaaBa MPH NPHIAraHeTo My B rspsTe § yaca, B
amOyJIaTOpHM YCIIOBHA, IPH JIHIICA HA (I0BPBIIAHE, MOXE Jid CE MPHIIOKH METHOHHWH NEPOPATHO B PAMKHTE
Ha 10-12 uaca cnern npenosupaHero.

5. ®APMAKOJOI'TYHY CBOMCTBA
5.1 OapmakoIRBAMHYIHE cBOHCTBA

dapmakoTepanesTHHa rpyna: Ipyru ananretauy u anrunaperanw. Amwmaaa. ATC woa: NO2ZBE 01

Mexanusbm Ha geiicTBHe
[TapaueTamon npuTeKaBa H3PA3eHO AHATTETHYHO H AHTHITHPETHYHO aclcTeHE. [IpOTHBOBE3NAATENHATA MY

aKTHBHOCT € C1abo M3paseHa W HAMa KIMHHYHO 3HaYeHHe. MeXaHU3MBT Ha AeHCTRHE € CBLp3aH C
NOTHCKaHE Ha NPOCTAIIAHAMHOBATA CHHTE3a MOCPEACTEOM HHXHOHPaHe Ha NMKIOOKCHTenasuTe (cnabo
uuxubupa COX-1 u COX-2, a cenexmpno - COX-3) B rnapuus ¥ rprGHAYHHA MO3BK, KAKTO H ¢ SIOKMpaHe
Ha OpaJHKHHHH-TYBCTBHTEHHTE PEHENTOPH.

52 @apmaxkoxupeTHYRE CBONHCTRA

Abcopbums: Iapaueramon ce pe3opbHpa GBpP30 M NOYTH HAMBJIHO B rACTPO-HHTECTHHANIHHA TPAKT.
Abcopbumsta My MoxKe a 6ba¢ 2a6aBeHa H HETBLIIHA IPH BereTapHaHik. MakCHMAITHH IL1a3MeHH
KOHUEHTpanuH ce aocTHrar 30-60 MuHyTH cnel nepopaneH npHeM.

Pasnpenenenue: Pasnpesesns ce HHTEH3UBHO B TEYHOCTHTE M THKAHHTE HA OPTaHH3MA, KATO CE CBHP3BA
cnabo ¢ TUIA3MEHHTE NPOTEHHH.

buorpancdopmauns: Tapaneramon ce MeTaboNH3HPA [IABHO B HEPHHUA APO0 4pe3 MAIOKYPOHUPaHe H
cypoHApare.

Enumunupane: EXckpeTHpa ce ¢ ypuHaTa OCHOBHO KaTo LTIOKYpoHuIH (60-80%), cyadocerpiana popma
(20-30%) ¥ B HE3HAYMTENHO KOJMHYECTEO KATO HENPOMEHEH napaueTamon (5%). EnnMuHansonsuaT
[IONY>XKHBOT BEapHpa B pamkuTe Ha | — 3 yaca.

5.3 IlpesxamnAuny xanHE 33 Ge3002CHOCT

[lpeaxnmniannTe AaHHH He MOKA3BAT OCOBEH PHCK 34 XopaTa Ha 6a3a Ha KOHBEHIHOHATHUATE
(apMaxonOTHMHK W3NKTRAHMS 38 $E30MNACHOCT, TOKCHHOCT IPH MHOTOKDATHO TIPHIIOMKEFHTE

TOKCHYHOCT 38 Pa3BHTHETO.

6. PAPMAINEBTHYHH JAHHU



6.1 CnEcbk Ha BOMOMHETE BelleCTBA

Toewgon K 30

Jlaxrosa MoHoxuapar

Imenydno umurecte

Marue3snes creapar

Tanx

6.2 HecbBmMecTHMOCTH

He ca usBectHn

6.3 Cpox Ha rogaoCT

5 roguum

6.4 Coenmanys ycnoBag Ha ChXxpaHenve

Toau nexkapcTBeH NPOAYKT He HIACKBA CNELMATHY YCIOBHA HA CHXPAHEHHE,
6.5 Buau chabpXKaHHE HA ODAKOBKATA

10 Tabnetkn » 6aucTep ot TBBP2O, GesuseTHo, mpospayHo [IBX domuo 1 anymunueso ¢oino; no 1, 2 win
40 6AMCTEpa B KAPTOHEHA KYTHA, 33€/IHO ¢ JIMCTOBKA.

He Bciuku Buiose onaxoBKmM MoraT Aa OBAaT MycHATH B nipoaaxda.

6.6 Chenmanex npefuaInd MCPKE NPH KIXBLPARHE B paboTa

HsaMa crnieliHagHe H3KCKBaHM].

7. HPUTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

CODAPMA AN

ya. Unuencko moce 16, 1220 Codus, Benrapua

8. HOMEP(A) HA PASPENNIEHHUETO 3A YIIOTPEBA

Per. Ne 20010674

9. AATA HA 'bPBO PABPEHIABAHE/MIOJHOBABAHE HA PA3SPEIIEHHETO 3A
YIIOTPEGA

17.05.1994

19.06.2001

15.08.2006

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

10mm, 2021




