KPATKA XAPAKTEPHCTKI(A HA HNPOIAYKTA

1 UME HA JEKAPCTBEHUS IIPOXYKT lfisrlbﬁHMTEIiHA ATEHLNA N0 NEKAPCTBATA,
: Kpamxa XapaKmepucmiicg #a npogyxma - INousowerus |
TNapaneramon Codapma 500 mg TabreTky KoM Pea. Ne . /30 208 - '7}" 4’

Paracetamol Sopharma 500 mg tablets

Paspeweuue Ne % /M//ﬁé 70 VG lﬂr .’L

2. KAYECTBEH H KOJIMYECTBEH CBCTAB o 200 -07- 00

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

Besaka ra6iieTka ChABPKka AKTUBHO BEIECTBO NAPALIETAMON (paracetamol) 500 mg.
[ToMOmHH BelecTsa ¢ H3BECTHO IeHCTBHE: MUCHAYHO HUIIECTE, TAKTO3A MOHOXHPAT.
3a MBNHMSA CHCHK HA TIOMOLIHATE BEMIECTEA BIDKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka

[lnocku TabnerkH, ¢ Gan 1o mouTH Gs UBAT, Ge3 MUpPHE, ¢ paBHTHa KphLaa GopMa, © AeNHTEHA yepTa W
JHaMeTsp 13 mm.

Tabnerkara Moske na 6se pasjerieHa HA IBe PaBHHU J03H.

4. KIHUHHYHH JAHHHA
4.1 TepaneRTHUHH DOKAAHHSA

Tapaueramon e cnab 10 yMEPEHO CHIEH aHATTETHK U AHTKOKBPETUK U C& NPETIOPLYBA 33 JICUCHUE Ha
nose4eTo HokoEH H GeSPHIHN CHCTOSHAA, HANPUMEp IMaBoGOTHe, BIULIOYHTENHO MHIPEHA K TEH3HOHHO
riasobonne, 360000, peBMATHIHN H MYCKY/IHH GONKH, MEHCTPYANTHE OOJKH, BE3NATCHHE Ha IBPIIOTO,
KaKTO ¥ 32 00iexvaBaHe Ha HEPa3OAOKCHHETO NIPH BHCOKA TemnepaTypa 1 BONKH 1pH NpoCTY IHA

- 3aboiBaHus,

4.2 JTo3upoBKA H HAYHR HA APHAOKEHHE

EOBHQOBKQI

Buvapacmuu u ronoum nao 12 zoounu: no 500 — 1 000 mg 3-4 ety nueBHO. MakcHManHa THEBHA 1034 3a
BB3pacTHd — 4 g (8 Tabnetku). I1pu neua vax 12 ronuum a HE Ce npueMar noeeye or 3 g (6 Tabnerky) 3a 24
yaca.

Heduampuuna nonvaayus

Heya om 6 00 {2 200unu: no 250-500 mg 3-4 meTh aesno. Jla He ce gaBar osede or 4 TabAeTKY 3a 24
yaca.

Heya noo 6 2o0unu: nexapcreenata GopMa He € NOIXCANIA 38 JeLa 1104 6-TOTUIIHA BE3PAcT.
lIpenoptusa ce HHTEPBATET MeXKIy 2 IPHEMa J1a ¢ 4-6 yaca. AKO € HEOBXOIMMO, TIEKAPCTBEHUAT OPORYKT
MOXE J1a 08 TpHeMa Ha BCEKH 4 daca, HO HE nopeve oT 4 meTx 3a 24 vaca. a He ce npeBuuaBa
NpenopeYBaHaTa JHEBHA A034a.

Kypebt Ha neyenme Oe3 KOHCYTalusa ¢ Aekap He Tpadea 1a 61>J:le MO-TIPOABIKHTENEH OT 3 IHH.

HauvH Ha MpUioKeHHe: TIEPOPaiHo,

4.3 Tporusonokazauvs




- CBPHX4yBCTBUTENTHOCT KbM AKTHBHOTO BELLECTBO HITH KM HAKOE OT NOMOULHHTE BeLIECTEA,
H3GpoeHH B TOUKE 6.1
- Texsu uepyonpotuu 3abonapanms.

4.4 Cueusannu npefyupeIcHus U IPEITAINH MEPKH TIPH ynoTpeba ' .

Iprnara ce ¢ BEAMaHRE NpH YepHOAPOOHH 1T FEGpedHH 2a60NABAHNKS, KATO TpsOBra a ce KOHTpOiHpa
uepHonpobHara 1 610pesna dyHkLHs. PHCKBT OT NpeAo3Hpaye & 1o-romM [PH NAHKMEHTH ¢ HELHPOTHYHO
HEAIKOXOITHO HepHOIpoOHO 3a60/ILBaHe.

Tlpy HajuMe Ha HapyleHns Ha 6b0peuHATa (hyHKUMS IPHIOKEHHETO Ha npogykTa TpAOEA [1a CTaBa Moy
nekapcko Hab/oAeHHe H NIpU IPOCTIenABate Ha CTORHOCTHTE Ha KPEATHMHHHOBHA Kiphhc, [py
KPeaTHHHHOB KIHpbHe 1oa 10 ml/min MuTepBan®sT Mexay 2 npuema He BuBa fa 6b¢ NO-MATEK OT § uaca.
Ja He ce npunarat npyru nekapcTBEHM NPOAYKTH, ChIXBPKAIIH aPalieTaMoJ, 3a Aa Ce NpeaoTBPaTH
€BCHTYANHO NIPEI03UPAHE H ABJIEHHA HA HHTOKCHKALMA. '

AKO citefy 3-IHeBHO NPUEMAHE Ha APANICTAMOI He HACTBIIH TIOJOGPEHHE HITH ChCTOSHHETO Ce BIOTIH,
NanUeuTsT TPAORa fla ce KOHCYNTHpa C JieKap.

Ilapaueramon ce npmnara ¢ BHEMAHHE NIPH XPOHHYEH ATKOXOTHIBM.

IponykTsT ChaBpHA KATO NOMOLIHO BEIECTBO MIeHWYHO HMecTe. ITNIEHHUHOTO HUmECTe MOXKE Na
CBABbPHKA CAMO CNEMH OT DIYTeH (3,6 MEKpOrpama B eHa TableTKa) H ce CaHTa 32 Ge30MIacHO TPH X0pa ¢
usonHakys. [TauuetTy ¢ aneprus Kem mierHs, (ChOTOAHKE, PA3NWYHO OT Hponuaxws), ve TpaGBa 42
IIpHEMAT TOBa JIEKAPCTBO. :

HponykThT ChABpHA KATO HOMOLIHO BEIIECTRO H JlaKTo3a. [TatieHTH ¢ peaku HacneacTaedr ipoGaemMu Ha
HETIOHOCHMOCT KBbM I'a/IAKTO34, {IBNICH JIAKTa3¢H ReQHIIMT WK TIIOKO30-TAIAKTO3HA ManabcopbLma He
TpAGB2 Ja IPUEMaT TOBA IEKAPCTEO,

4.5 BsaaMopeiicTRHE ¢ APYTH IeKAPCTBEHM IIPOAYKTH H APYrH (OPMH HA B3aHMOXeHCTEHE

- EHOBPEMEHHOTO NPHIOKERHE ¢ METOKIONPAMET M IOMNIEPH/IOH MOXKE /1 YCKOPY pez0pbLyaTa Ha
HapaneTamost.

- HNapaueramos yasmkasa enTUMUHALIKOHHES TIONYKHBOT HA X10paMbEHNKON TIO BT Ha
KOMIIETUTHBHOTO MOTHCKAHE HA HETOBUA METabOMM3EM M BOAH A0 ¥YBENIMYEH PHCK OT MHEIOTOKCHYHE
edexTh. '

- Tipons/KHTENHOTO PEAOBHO MPHEMAHE HA MTAPALETAMON MOKE I3 YCHIM aHTHKOATYaHTHAA e(eKT Ha
KYMapHHOBHTE dHTHKOArYNIAHTH W AA 1I0BHIITH PHCKA OT KbPBEHE NPH SHOBPEMEHHOTO HM NPHIIOKEHHE.

- EHOBpeMeHHOTO NPUNOKEHNE ¢ ATTKOXOM HIH JIEKAPCTRA ~ EH3MMHE HHIYKTOPH, KaTo HeHuTous,
xapbamasenil, GeHobapGuTan, pudbaMIrUHH, H30HHAZH MOXKE /1A [IPEIH3BHKA TEXKKH YepHOOpoOHH
YBpEXIAHHSL.

- Hpons/pkHTETHOTO IpHEMaHe Ha BHCOKH 03H NApaleTaMol ¢IHOBPEMEHHO C alleTHICAIUUHIOBA
KkucennHa u Aipyrn HCITBC nosuiuara prcka ot YBpexkaane Ha GuOpeuure.

- XonecTHpaMWH M aHTHALHHUTE IEKAPCTBERM OPOAYKTH 3a6aBAT pe30pOLMATa Ha mapaueraMosa. |

- TlpuemMateTo Ha MapaleTaMoi MOJKE 4 TIOB/Hse NabopaTOPHUTE Pe3yITATH OT HACIEABAHETO HA
NHKOYHA KACENHHA W KphEHA 3axap. ‘ '

4.6 PepruanTer, GPeMeENOCT H KbpPMEHe

Bpeménnoct: He ce npenopeusa M2no38aHeTo Ha NAPALETAMON 1ipe3 ITBPBUA TPHMECTBD HA BPeMeHHOCTTa,
HE3aBHCHMO 0T (haKTa, ue JOoCera HaMa JaHHK 3a eMOPHOTOKCHYHO M TEPaTOTEHHO /lelicTBHE Ha
JICKapCTBOTO. 3HAYMTENIHO KOMHYECTBO TAHHH NPY GPEMCHHH XKEHH HE TIOKA3BaT HUTO MandopMaTHBHA,
HUTO (PeTO/HEOHATANIHA TOKCHYHOCT. PeaynTarnTe OT enMaeMuonorHaHuTe NpoyYBaHES BEPXY
HCBPOJIOTHYHOTO PA3BHTHE Ha JIELA C EKCTIOZMIIMA Ha TAPALETAMON i tfero ca HeyBemurenyn. Ak
HeOOXO0ANMO OT KITHHKYHA TNIeHA TOUKA, apaueTaMon Moxe 4 ce TIpIIara Tio Bpeme ua 6pe
Tps0Ba Jla Ce H3NON3BA HAM-HHCKaTa SheKTHRBHA 103a 32 BE3MOMKHO Half-KpaTKo BpeMe H C Bb
HHCKaTa YeCTOTa.




Kwpmene: [MpunaraH B TepaneBIMyHM 103H, TaPAETaMOI MPEMHHABA B MATIKH, KIHHHYHO HE3HAYUTEIHH
KONMUECTRA B KbpMaTa. B riepuoaa na kepMene napaneramon ce ipriara npy CTPHKTHO CHa3BaHe Ha
JHeBHATA TepaleBTHYHA J03a U uponmmnnocna Ha JieweBHus Kype.

4.7  EdexTn BLPXY crioco6HOCTTA 3a modupane B PpaboTa ¢ MAITHHE

Mapayeramon Codapma He TOBINIBA WIH NOB/IHSBA NPEHEGPEXXHMO CIOCOBHOCTTA 32 modupane 4 pabora
C MalTHHH.

4.8 HewxesaHu NeKapeTBEHH PeAKUHH

H36poenure no-joy Hexe1aHy IEKAPCTBEHN PEAKLIMH Ca KTACHPUITHPAHK CTOPe 3aceTHATATA CHCTEMA

WITH OPTaH ¥ CIIOPEJL 4ECTOTaTa MM. B 3aBHCHMOCT 0T HecTOTaTa, HeKETaHUTE peakiMM MOTaT 4a Ghaar

MHoTe vectd (21/10), wectd (>1/100, <1/10), Heuectn (21/1 000, <1/100), peaxs (>1/10 000, <1/1 000),

MHOTO peaid (<1/10 000) u ¢ neuzBecTHa YecToTa (OT HATHMHHTE AaHHH He MOKe 1a GbAe HATIPABEHA
OLICHKA).

HecToTaTa Ha HeXeNaHHTe CHOMTHA € olleHeHa Ha §a3aTa HA COOHTAHHH CHOGIIEHHs, [IOYYEHH OT

NOCTMAPKETHHIORH NAHHH.

Hapywenvs Ha Kpbera 0 nuMduara cucreMa:
Mhrozo pedxu: aneMua, TPOMGOLHUTONEHHS, JICBKONCHIM, aTPAHYIOIMTO34.

HapywieHHa Ha IMYHHATA CHCTEMA:
Mnozo pedru: anadunakcu, peakivH Ha CBPBbXYYBCTBHTEIIHOCT, BKIEOUHTEIHO KOKHK 00puBM, aHTHOSHEM.

PBCHEQHTODHH.,_FD'BHHH H MCAHACTHUHATHNA HADVYIICHUA:
M#ro20 pedru: BPOHXOCTIAZEM, FUCIIHES TIPH NAUMEHTH © NOBHIISHA YyBCTBHTEIHOCT KbM
ACTHICATMIANOBA kucennna 1 apyru HCTIBC.

CroMamHo-YpeBHH HADYIICHH
Peoru: ranere, nospelliate, KOpeMHH CONKH, AHAPHA.

XenaToGHNHapHH HAPYLIEHHA :
Mnozo pedxur. vapyienns Ha 4epHOIpoCHATA QFYHKIMUA; TIPH NPOTBIDKHTENHOTO MPH/IOKEHHE Ha BUCOKH
[IO3M MO3KE 14 JIOBEJE [0 pa3sBUTHE HA TOKCHYUCH XEMAaTHT.

Hapytpenys Ha KoxaTa ¥ NOAKOKHATA TEKAH
Mrozo pedxu. MHOTO paaKo ¢a cEOOIMABAHH CEPUOIHH KOKHH PEAKLIH.

Hapymenus Ha 650pelire B MHKOYHUTE IHTHINA
Mhuozo peoxwy. Hapymenre Ha 6sOpevnara Gynxuna (aHanreTHYHA Hed)ponarm) [1pH TIpHIAraHe Ha BHCOKH
J03H NPONLIKHTENHO BpeMe.

CrobiasaHe Ha NONOIUPAHH HeKeIAHN PEAKIUH

CrobLIapaHeTo Ha MOJOIMPAHY HEKENAHH PEAKLIHH ClIe] paspemaBaHe 2a yrorpeda Ha MeKapCTBeHuUs
ApOAYKT € Baskyo. ToBa n03BoNsAEa Aa MPONBL/DKH HABMIOTEHHETO Ha ChOTHOWEHHMETO TO3a/PUCK 34
NEKAPCTBEHHA MPOAYKT. UT MEAHUMHCKHTE CHELMATHCTH Ce H3HCKBA Na ChOOIABAT BCAKa MONO3HpaHa
HEXENaHa peakiHs 4pes HambnnuTenta areHuus no nekapersara, yi. , Jamsau Ipyes” Ne 8; 1303 Codus;
TeL: +35 928903417; yebeaiir: www.bda bg.

4.9 IIpenozupane

CamiToMatuka: Panny CHMITOME Ha HHTOKCHKALMSA (1pH npefiosupane Haz 10 g mapaeTan
BB3PACTHH M Hall 150 mg/kg ripu nena) — TexecT M GOIKHA B eNMracTpyma, Snenocr, raneHe,‘rrﬁB
AHOPEKCHA, Gesnomncﬂao 0b1uo HepasmoAoKeHHe. B HAKOM ClTYYaH paHHU CHMITTOMH MO ﬁ%



[pu3snaunTe Ha yeproapobHo yBpexaane ce Habmoaasat 12 1o 48 waca cen mpeaosupase. B Texkure
CITy42H CC Pa3BHBA LMTONH3A Ha XENATOLUTHTE, IIPEMHHABAIR B TIIHA H HEOGPATHMA HEKpO3a, XeMOpATHS,
XMIIOTTIMKEMHSA, MeTabO/HTHA allH/103a, eHUShaTONaTHA, KOMa U CMBPT.

YeraHoBABA ¢€ CHILO TAKA IOBHLIEHHE HA CTOWHOCTHTE HA YEPHOMPOGHHTE TPAHCAMMHAZH,
NaKTATAEXHAPOTeHasa, OHEpyOHH, IOHIWKARAHE HHBATA HA [IPOTPOMGHH.

Mozce ga ce passue ocTpa GedpedHa HEROCTATEYHOCT ¢ OCTP2 TyGy/IHA HEKPO24, IPOABSBAILA Ce CBC CHITHO
H3Pa3EHH GOJIKH B KPBOTA, XEMATYPHS H IIPOTEHHYPHA, JOPH MIPH TUICa Ha TEKKO YePHOPOSHO YBpexane.
Hoxnazasarir ¢a v cTyuau Ha NpoABa HA CBPAEYHM aPHTMHH U NAHKPEATHT.

Jleyenpe: CrieliiHa XoCcHTATH3AMNA Ha GOAHNMSA, MPHUNAaraHe HA AKTHBCH BBIMIEH, CTOMAIIHA MPOMHABKA,
BOZ{HO-CONIEBH PA3TBOPH, CHMATOMATHYHH CPEACTBA; OPH HEOOXOAMMOCT - AHXATENHA H ChPASYHO-CH0BA
peanvMani. IIpy chbMHeHN e 3a MHTOKCHKAIIHS C TIAPalleTamMol TpS6BA 1a Ce ONPCASIAT CePyMHNTE
KOHUSHTPALKH Ha NapalueTaMOo, HO He N0-PaHo OT 4 WM noseve yaca crel npuema My. Karo cneynduuen
AHTHAOT MOXe /12 C¢ [IPUACKHA NEPOPATTHO HIIH BEHO3HO AUETWILMCTERH 10 24-HA 4ac criej| IpeAo3HpaHeTo
€ mapangTamMQ’l, KaTo Ha#-n00sp edexT ce HAbMOgaBa TIPU NPHIAraHeTO MY B IIEPBHTE § vaca. B
aMOYJIATOPHH YCIIOBKS, IPH JTHTICA Ha TIORPBIIIAHE, MOXKE J12 c& TIPHIIOKH METHOHHH TICPOPAITHO B PAMKHTE
na 10-12 gaca cnen npegozupaneto.

5. @®APMAKOJIOIHYAH CBOHCTBA
5.1 @apmakoTHHAMHYIHH CEONCTBA
dapmaroTepanesTuuna Tpyna: Jipyr anaretHun M antunupetund. Arwman. ATC xon: NO2BE 01

Mexannanm Ha nedicTere

[apaueramon npuTexara U3pazeHO AHAATETHMHO U AHTHITAPETHYHO AckcTewe. [TPOTHBOREINANMTENRATA My
AKTHBHOCT e c/1a0 W3paseHa M HIMa KIIHHHYHO 3HaueHHe, MeXaHU3MBT Ha NeHCTBHE @ CBBP3aH C
MOTHCKAHE Ha MPOCTArNaHIMHOBATA CHHTE3a NOCPEACTROM MHXHOHpaHe Ha LHKIOOKCHreHazuTe (cabo
uaxubrpa COX-1 n COX-2, a cenexrusro - COX-3) B rasuus U TpbGHAYHHS MO3BK, KAKTO U C Gnokupane
Ha OpaJIMKHHHUH-IY BCTBATEIIHHTE PELIETITOPH.

52 <®dapmMakoKHHeTHYHM CBOHCTBa

AGcopbums: Iapauetamon ce pe3opSHpa 6HP30 H NOYTH HATTETHO B racTPO-HHTECTHHAITHUA TPAKT.

- AGcopbumaTa My moske Aa Gbae zabaBeHa H HElThIHA MPH BETeTAPHAHLM. MaKCHMAITHY TLTA3MEHH
KOHLEHTpanuH ce AocTirar 30-60 MUHYTH Clel nepopalieH mpHeEM.,
Pasnpenenenye: Pasnpeniens ce HHTEH3HBHO B TEUHOCTHTE M THKAHHTE HA OPraHHIMa, KATO C& CBLP3BA
caabo ¢ MnasMEeHHTe IPOTEUHH.
buorpancdopmauus: Ilapauetamon ce MeTaboM3Upa IIABHO B YepHM Apo6 4pes MAOKYpOHHPaHe H
cynpoRHpaHe. ‘
Enuvunupare: Exckpernpa ce ¢ ypHHATa OCHOBHO KATO FILOKYPOHHIH (60-80%), cyndocerpzana popma
(20-30%) 1 B HE3HAYMTETHO KOJIHIECTBO KATO HENPOMEHEH HaparicTamont (5%). EMMMUHALHOHHIAT
TIONYEUBOT Bapupa & pamkure Ha 1 — 3 gaca.

53 Ilpeaknaauunnp AaHHM 3a GesomacHocT

INpenxnuHUIHKTE JAHAW HE IOKa3BaT 0cobeH PHCK 33 X0paTa Ha 6a3a HA KOHBEHUHOHATHHTE
dbapmaxonornany u3nmMTEaHkS 3a G€30NACHOCT, TOKCHYHOCT NPH MHOTOKPATHO NPHITOKEHHE,
PEHOTOKCHYHOCT, KaAPUHHOIEHEH IOTEHIINA, PENPOTYKTHBHA TOKCHIHOCT. JIMIICBAT KOHBEHIIMOHAHH
TIpOyYBAHKA, M3TION3BAIIH IIPHETATE OHACTOALISM CTAHAAPTH 33 OUCHKA HA PErPOAYKTHEHA TOKCHY
TOKCHYHOCT 23 Pa3BUTHETO. '

6. PAPMAHEBTHYHHA NAHHHA




6.1 CnHcHbK HA HOMOIHHATE BEeMECTRA

IosuaonH K 30

JlakTo3a MOHOXHApAT

{Imenu4Ho yHDIECTE

Maruesnes creapar

Tank

6.2 HechBMecTHMOCTH

He ca uzpectHM

6.3 Cpox na ropuoct

3 rogHHu
6.4 CHeuHANHR YCIOBHA HA CHXPAHEHHAE

Nla ce cbxpaHiABa B OPHIMHANIHATA OTIAKOBKA, IPA TemriepaTypa nox 25°C.
6.5 Buau crabpikanie HA ONAKOBKATA

10 Tabnetku 8 GaHcTEp OT TBBHPIO, Ge3uBeTHO, Npo3padno [IBX ¢domuo B amymMuuEEBO Joano; no 1, 2 win
40 GmucTepa B KapTOHEHa KYTHA, 32¢HO € THCTOBKA.

He BCHYKH BUAOBE OMAKOBKH MOTaT a GBAaT IycHaTH B npoaaxkfa.

6.6 Chneunannu NpeanasHH MCPKH NPH H3XBLPJIANE H padoTa

HaMa crienmaing u3HCKBARMNS,

7. IMMPUTEXKATEJ HA PA3ZPEINEHHUETO 3A YIIOTPEBA

CODPAPMA AX

yiL. Unmuencko woce 16, 1220 Codus, Buarapus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20010674

9. JATA HA IIBPBO PASPEIHABAHE{HO,MIOBHBAHE HA PAIPEMIEFHAETO 3A
YIIOTPEBA _

17.05.1994

19.06.2001

15.08.2006

1. JTATA HA AKTYAJIMIUPAHE HA TEKCTA

Maii, 2019




