KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HAME HA JEKAPCTBEHMH ITPOAYKT

l"plmoqleﬂ ®c 500 mg/25 mg/200 mg npax 3a nepopaneH pasTBOp

Gripofen “C 500 mg/25 mg/200 mg powder for oral soluon "3y kit AHA ATERUMA 10 IEKAPCTBATA
ogywma i

2. KAYECTBEH H KOJJHYECTBEH ChCTAB Kparmxa "”""’"aﬁ';';“;z "; A, ’égm e

B Kvm Pee. Ne ..

¢AKO Callle ChbPiKa AKTHBHUTE BEIIECTBA:

ITapaueramon (Paracetamol) 500 mg Pa oHuE Ne . /g é / h ',7/(7 /4—— J‘O J'}’ 7

(MeanpaMuos maneaT (Pheniramine maleate) 25 mg SpeL 28 - m

AckopbuHosa krcemiHa {Ascorbic acid) 200 mg LQ&OGpeHue N oo ‘

3a NBJIHHA CHUCHK HA OMOLIHKTE BEIIECTRa, BHXKTe Touka 6.1.

3. JEKAPCTBEHA ®0PMA

TIpax 3a mepopaneH pasTBOp

[Nowry 6971a cMec OT mpaX ¥ CYXH arloMepaTH.
4. KIHEHYHH JAHHH

4.1 TepaneBTHYHH NOKAZAHAA

CHUMINTOMATHYHO JNeYcHHE Ha 3abonABaHMd Ha TOPHUTE MUXATENHH ITBTHINA: MPOCTYAA, anepriicH
PHAHT, pHHObapHHTHTH.

CHUMIITOMATATHC TEYSHIE HA IPUIONONOGHN CHCTOAHMA.

I'punogen C e nokasaH 3a BE3IpacTHH 1 A2 Haa 15 roguHM.

4.2 Jlo3npoBKa H HAYHH Ha OPHAGKEHHE

20351208“0

Bu3pacTHM H fena Hag 15 roapHmn:
1 came 2-3 116TH HA JeH.

HnTepBantT MexAy ABa npuema Tpabea Na 6bae Hali-manko 4 gaca.
B ciy4ait Ha ocTpa Gb6pedHa HeZOCTATHYHOCT /KpeaTHHHHOR KiupbHc< 10ml/min/, wHTEpBamST
MeXy BpHAokeruaTa TpabBa fa Opae Hal-Mamko 8 vaca.

Hauun na npungycenue

IMepopanno

Camerara TpabBa [ja c¢ pa3TBapAT B AOCTATHYHO KOJMHIECTBO CTYACHA MM ropella Boja.
CaIBpxanneTo Ha | callle ce pa3TBaps B Yallla FOpEILa HIH CTYASHA BOJA.

IpH neyerye Ha rpHNOMOACOHN CHCTOAHNA, € Mo-N00pe TOBA NEKapCTBO Aa ¢¢ B3EMa ¢ ropema Boja
BeYEp.

MaxkcHManHaTa NpoIBBKHTEAHOCT HA JIEMEHHETO € 5 JTHH.

4.3 IIpoTHRONOKaIAHHA
- CBPBXYYBCTERTENHOCT KbM aKTHBHHUTE BELLECTBA MM KbM HAKOE OT TTOMOINHHTE B
- 9¢pHOAPOOHA HENOCTATHYHOCT;
- 3aKPHTOBIbIIHA PAAYKOMa;



- aI¢HOM Ha NpOCTATATA;
- Jena nog 15-roAuinma Bp3pact.

44 Chenmainu NpeAyNpexkICHMs U NPeANAHH MEPKH NpH ynoTpeba

B ciyYau Ha BHCOKAa M NEPCHCTHpalla TEMNEPATypa, NpM CHMNTOMH Ha CynephH{pexuds WiaH
NepCHCTUPAIIH CHMIITOMH CNIEA 5-THS fieH, TepanuaTa TpAGBa fa OBbje NpeclcHeHa.

PHCK OT NCHXHYHA 3aBECHMOCT MOXE A3 Bb3HUKHE CaMoO MPH NO-BHCOKH OT NPENOPHIBAHHTE JI03H H
AIPH NPOXBIDKUTENHO JTeveHHe.

3a ga ce m3lerse pHcka OT mpeAosHpaHe € HeoOXOAMMO Ja ce M3KIIOYAT JApYrd JeKapcTBa,
CHABPAKALH NAPANETAMOIL.

3a BB3pacTHH ¢ Terno Han 50 kg, ofmara go3a napaneTamos He TpabBa Aa HAAXBLPAR 4 rpaMa Ba
geu (BHXK T. 4.9. Ilpenosmupane).

[IpueManeTo Ha ankoXon WM CeAaTHBHM CpefCTBA (mo-cneupanHo GapbutypaTH) 3acHiBa
celaTHRHAA eeKT HA AHTHXUCTAMHHHTE 1 TpAOBa Aa ce M30ATBa 110 BpEME Ha JICIEHHETO.

TIpH MaIMeHTH ¢ ocTpa GE6peyHa HeZOCTATLIHOCT /KPEAaTHHHHOB KIMPBHC< 10ml/min/, HHTEPBANLT
MEXTY MPHIIOKEeHHATa Tp2OBa na Obae naii-manko § gaca.

45 BiauMofeiicTBHE ¢ APYTA AeKAPCTEEHM NPOAYKTH H APYrH GOpME Ha B3aHMOAeiicTBAE

KoMOunauus, Koamo e ce Hpenopviueq
AJNKOZO0N (BLE BPBL3KA ¢ HAIMYMHETO Ha (e HEPAMHH):

ANIXOXONBT yeunsa cegaruBHua edekr pa H, amruxuctamuny. HapymeHata GauTeHOCT MOXe Ja
TIpeZiCTaBNABA ONIACTHOCT IPH MOQHpane Ha MOTOPHH NIPEBO3HH CPEACTBA UIIH PaboTa ¢ MALIHHH.
Ja ce H304rBa IpHeMa Ha aKOXON U IeKapcTRa, ChABDKAINHE ATKOXOM.

KombGunauuy, xoumo mpafea da ce szemam nod eRuManue
EnHOBpeMeHHUAT IpHEM ¢ APYTH CEAATHBHY CPeNiCTBa {(BEB BPb3KA ¢ HATHMHETO HA (pennpaMuH):

- MOp)HHOBH NPOH3BOAHH (AHANTETHIH, TOTHCKAUIH KaoUIMLATA HPOAYKTH H 3aMECTEAIlH
NeyeHHs} HeRPOTICIITHIN;
- bapOuTypary;
- BeHz0NMAZEHHH;
- ARKCHONUTHLM PasiMYHH OT GeHzoanaseliHy, (HanpuMep MenpobaMar);
- XMIOHOTHIIY;
- CeNaTMBHHM AHTHJACOPECAHTH (AMHTPANTHIHMH, JIOKCEMHH, MHaHCEpWH, MHPTA3AIAH,
TPAMHIIPAMIEKH);
- cefaTuaHd H-anTHXHCTAMHWHI,
- UEHTPANHA aHTHXHIICPTORNIHY CPEJICTEE;
- faknoden u TaTHAOMHT;
MOXeE Ja 3aciuTA MHxubupamua edekT BhpXy HEHTPANHATA HEPBHA CHCTEMA.
Hapymienara G6aMTeNHOCT MOXKe Ja NpeACTABIARA ONACHOCT NPH modupane Ha MOTOPHY TIPEBO3HH
cpencTsa WM padoTa ¢ MAIKHA.

EHOBpEeMEHHHAT OpHeM ¢ APYTH aTpONMHONOAOOHU Nponykrn (M-xonuronumuyt) (BbB BpB3Ka ¢
HaNHYHETO Ha QenUpaMuH):

- HMEIIPaMHHOEN aHTH-ACHPECaHTH;

- moBeyeTo H -aHTHXHCTAMMHH ¢ aTpoIHHONON06HA (M-X0MHHOANTHIHA) BKTHBHOCT;

- AHTHXOJIMHEPTHYHH AHTHIAPKHHCOHOBH JIEKAPCTEA;

- CIA3MONMTHYHO ASHCTBALM aTPONMHOIOACGHH IPOKYKTH (M-XOTHHONNTHUM),

- IM30TTHPaMHE;

- heHOTHAZMHOBY HEBPOJIENTHLM H KIIO3AIIHH;
MOXKe Aa IPOROKHpAT ACITRIHHTENHH ATPONMHOBHM HEXENaHH PeakiiH KaTo
HapylleHa aKOMOJAINA, 3aAbpiKaHe Ha YPHHA, 3a€K.




4.6 @epTRIANTET, 6peMEHBOCT H KLpMeHE

He e uspecTeH pucka, Tol Kare JMNcear MpOYYBAHHM NPH XKHBOTHA H KIMHAYHH JaHHH OT
Opoy4sanusa Mpu Xopa. CneaoBaTeNHoe, kaTo NpegnasHa Mapka, TO3W MpOJYKT He Tpabea ja ce
OpeniHcea Ha ﬁpeMeHHH HIH KEPMaYKH.

4.7 EsdbexTn BLPXY ¢ocodROCTTa 32 modnpaHe H pabora ¢ MaIIHAK
Tpabea aa ce o6bpHe BHHMaHME BBHPXY pMCKa OT CBHHIMBOCT, KOATO MOXe Ja HAcCThNH NpH
ynotpefara Ha TOB2 iekapcTBO, 0cobedo 3a X0pa, KOHTO modupar 1 paboTAT ¢ MAlIHHA.

48 Hexenana JexapcTBeRH PeakIHK

Hexenannte JeKapcTBeHM peakuud, Ha(monapaHy H cboOIIABaHH 0OpH NPHIOKEHHETO Ha
napaueraMon / ackopOunoBa KMCENuHA / (eHHpaMuH ManeaT ca KnacHOHIMpPaHH cIope] YecTorara
Ha TAXHaTa N0fBa H ca NPEACTAaBEHH IIo OPraHH M CHCTEMH CHOpel TepMuHonoruata Ha MedDRA.
Criopea TAXHATA MECTOTA T€ ¢4 pasfefeHi HA; MHOTO HWeCTH: MOTaT Ja 3acerHar nosede ot 1 na 10
ZYUIM; 9eCTH: MOTAT jAa 3acerHar A0 1 wa 10 AyDIM; HeuecTH: MOTaT Aa 3acerkar Ao 1 ma 100 xymu;
peaKs: MOrar ga 3acersar Ao 1 Ha 1 000 ayumm; MHoro pejkh: MoraT Aa 3acerHar Ae 1 ma 10 000
AyHIM; ¢ HEH3BECTHA uecToTa (0T HANMIHMTE JAHHH He MOXe Ja b/le HanpaBeHa OLCHKA).

CucTeMHO-OpraHHH KJIacOBe | YecToTa | Tepmuu no MedDRA.
Peakuny cRBp3aHH © deHHEpaMHE
Hapymenns Ha  nepsHarta | Henspectna Cepaunst; ChHIHBOCT,;
CHCTEMa AHTHXONHHEPrAYEH CHHAPOM;
HapylIeHHe Ha PABHOBECHETO;
HapylIeHud Ha NaMeTTa;
HAPYIUSHHA Ha BHUMAHHETO;
HapyIlOeHa KoOpAMHALIKA;
TPEMOp
Bb30yaa; HepBHOCT;
IlenxwaHy HapymeHus HeussectHa OeschHie;ChCTORRHE Ha
O0OBPKAHOCT; XAMKOHHHALIHA
Hapyinenus Ha akoMOAALKATA;
HapymeHnus Ha ounTe Hen3pecTHa Py A ’
MUJIpHAZa
CroMamuo-upeBHH Hapymienns | Hemspectna 3anek
H eHHe HA YXOTO H
ApyLt 4 Heuspecta CBeTOBBPTEXK
nabupuHTa
CbIoBH HapyIIeHHs HeuspectHa OpTOCTATHYHA XANOTOHNS
Hapymenns sa 0s6pennte 1
HeuzpectHa 3anpeika Ha ypHHATA
MKOYHNTE TETAILA 3BCC P
Q01 HapyweHna n edeKTH Ha
Hen Cyx0Ta Ha JIMraBHIATa; OTOK
MACTOTO HA TipHAOKEHHE CH3BECTHA yx HatTa;
HapymeHus Ha UMyHHaTa CBpBXUyCTBHTENHOCT;
Henzpectna
CHCTEMA ARA(HNAKTIYEH OK
Eputem;
chplex;
eK3eMa;
Hapymensa sa koxata u
HewuspectHa Iypnypa;
NOAKOKHATA THKaH
YPTHKAPHR;
aHraoeIeM; N
obpus =
JlerkonyroneHun; 1
Hapymenusa Ha KpbaTa B HEYTpPOTICHMA;
Pyt PP HeuseecTHa YTP >
MMGHATA CHETEMA TpoMbGoLHTOE
XEMOJHUTHYHA




Peaxuuu CBBp3aHH ¢ NAPALIETAMON
H CBpbXIyCTBUTENHOCT,
C;I)T);T{:m e HMynHaTa MHoro pegks aHa(HNAKTHYEH IIOK;
Enem Ha KBHHKe
Hapymenud Ha Koxara i M Epurem; '
MO/IKOKHATA ThKaH HOTO pe/IKH YPTUKapHS;
00puE
Hapymenus Ha KpHBTa H JleBKOlLHTONEHHS;
nEMpHATa CHCTEMA Msioro peaxy HEYTPONICHHS,
TPOMBOIHTONEHHS;

Cro0inasane Ha NoAo3UPaHH HeKeNaHH PEaKIun

Cro6iaBaHeTo Ha IOA03MPAHA HEXKENAHY PeaKUUH ceA paspelnaBaHe 3a ynotpeba Ha JiekapCTBeHHA
IPOAYKT ¢ BaxHo. ToBa [03B0/IABA A2 NPOTLIDKH HaGMONEHHETO Ha CHOTHONIEHHETO TION3a/PACK 3a
NeKapcTBeHHA TpoAyKT. OT MemMuMHCKMTE CNEUMANHCTH Ce W3MCKBA [a Cho0IaBaT BeAKa
NON03UPaHa HeXKelaHa PEaKlns upes:

Hznpnuurensa Arenms no JlekapeTeara
Codwma 1303, yn. Jamsn I'pyer §

Ten.: +359 28903417

VebGeaiir: www.bda.bg

4.9 IIpeposmpane

Peaxyuu cevp3any ¢ heRupamun
TpenosnpaneTo ¢ QeHHpaMMH Moxe Ja NPUUMHH: KOHBYACHHM (oco0eHO TMpH Jena), HapyuleHo
CB3HaHHe, KOMa.

Peaxyuy cebPIAHY ¢ RAPAKEMAMON

CbImecTBYBa PHCK OT MHTOKCHKAUWNA [pPH HAlUeHTH B CTapyecKa Bh3pacT M ocofieno npu Maiku
Aella (9ecTo ce CJIyYBa, KAKTQ TEpaneBTHYHO Opefo3hpade, TAKa W cIyIalHo): NOCHEAMIUTe MOTAT
na Gegat paranum.

Cuvnmontis: .
T'agene, NOBPBINAHE, aHOpEKCHA, OMelOCT, KopeMHa GojKa, KOUTO OOMKHOBEHO Ce MPOABABAT Ipe3
IBPERHTE 24 Haca,

Ceprxno3a, Hax 10 g napaneramos B €IMH IIPHeM PR BB3pacTHH H 150 mg/kg TelecHO Terno npH
Ielia, MOXe Ja DpeHIBAKa YepHOAPOoGHa HTONN3A ¢ BEpOSTHOCT la NPHIMHM ThAHa 1 HeobpaTuma
HEXpO3a, KOATO BOJH 0 XENATOLENYIAPHA HEAOCTATHIHOCT, MeTalONIMTHA al03a, eHnedanonarus,
KOATO MOXKe Ja NOBEAE 10 KOMa H CMBPT.

EAHOBpeMeHHO € TOBa, IOBALICHATE HXBa HA 4e€PHOAPOOHH TPaHCAMIUIA3H, TAKTATHA AEXHAPOreHasa
B 6umipyOuH ce Ha0MoAaBaT ¢THOBPEMEHHO ¢ HAMANEHO NPOTPOMOHHOBO HHEO, KOETO MOXKe Ja ce
nmoseH 12 no 48 1aca cnen npuema.

Creutin Mepry
- Hesa6arHo npepekiaHe Ha HalHeHTa B GonHHIA

- Biemane Ha kpsBHa Mpoba 3a MPROHAYAIHO ONpeje/iane Ha NIapalleTaMoll B IA3MATA.
- Bp3o oTcTpaHABaHe HA HOTBJIHATOTO JEKAPCTEO UPe3 CTOMALIHA POMHBKA.
- O6HyaifHOTO NeueHHe NpH Npeio3HpaHe BIMOURA BH3MOXKHO Hail-Gbps MpHeM Ha 3

alETHALMCTENH BEHO3HO WIH MEPOPATHO, TI0 BB3IMOKHOCT NIpeH Ja ca MUHAIK 10 4a
- CUMIOITOMATHIHO NEYEHHE.




5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 PapMakoFUHEAMIIHE CBOHCTBA
{PapMakoTepaneBrauHa rpyna: HepeHa cucreMa, aHafATeTHHH, APYTH AHANTETHIW M AHTHIIHPETHIH,
aHnmuAY, Paracetamol, combinations excl. psycholeptics, ATC xox: NO2B E51

I'punogen C npatexara TpH GapMakoIoruyHH JeHcTBAA:

- aHTHXHCTAMHHAOBO JeHCTBHE, KOSTO HAMANABA HA3AIHATA CEKpeLMd M CHA3EHETO, KOETD YeCcTo €
CBBP3aHoO ¢ Hed, H feifcTRa Cpelly CIIaCTHIHH ABNCHHA KaTO KMXAHETO;

- aHANTETHYHG — AHTHIAPETHIHO AclicTeue, KoeTo obnexyapa DoJIKATa H NONMXKApa TeMIepaTypara
(rnaBobonme, MAanTug);

- NOTIbABA HYXAKXTE Ha OPraHu3Ma oT acKOpOHHOBA KHCENHHA.

5.2 DapMaKOKHHETHYHH CEOiicTEA

Hapauemaron
Abcopbyus
[MapaueTamon 6p30 1 HambaHO ce abeopbupa. [TuKoBH NIa3MeHH KOHLEHTpAIMH ce AocTHrar 3a 30

110 60 MHHYTH Clle[; mpHEMaHe.

Pasnpedenenve
IapaneraMon OBp30 ce pasznpenens BHB BCHYKH ThKaHH. KOHIEHTpalHATE B KPBBTA, CIOHKATE H
Mna3sMaTa ca cpaBHuMA. Crabo ce CEBp3Ba ¢ MJIAZMEHHTE TIPOTEUHH.

Memaboruzbm

IMapanetamon ce Metalonm3upa IMaBHO B uepHMA Jpo6. Jlpata riaBHM MeTabONMTHM IBETA Ca
FIIOKOPOHHPAHETO U cyndarupanero. CynbaTrpaHeTo ce HacAma 6BP30 NPH J03H, (PEBHIIABAIHA
TEpaNeBTHYHEA Xuana3oH. [pyr mo-manko BaxeH MeTa0onHTeH mHT, KOHTO ce KaTalMsdpa <
nomolNTa Ha urToxpoM P 450, Bogu 10 oGpazyBaHeTo Ha MexquHeH NpoRyxT (N-aneTun 6eH30XHHOH
HMHH), KOHTO IpH HOPMAIHH YCIOBHS Ha H3NMON3paHe ce obesppexsia Obp3o o1 penyuMpaHHA
[AYTATHOH M CE OTJeNA B YpHUHATa Cliefl CBBP3BAHE ¢ [UCTEHHA Y MEPANTONYpPHHOBaTa KHCETHHA.
O6ave npy MACHBHA HHTOKCHKAIMA KONHYECTBOTO HA TO3H TOKCHIEH MeTabOIMT ce YBEHYABA.

Enumunupane
EnsMBHHpaHETO cTapa rNHaBHO 4pes ypwHata. 90% oT norenHartara 023 c¢ €THAMHHHpa Npes

ObOpenuTe 3a 24 waca, OCHOBHO KaTo TUIIOKYPOHOHAHH kouroraTh (60 no 80 %) m cyndarru
koHtoraTh (20 ao 30 %).
ITo Manko or 5 % ce €KCKpeTHpa B HENPOMEHEHO ChCTOAHME. EnuMuHAUHOHEH MONYXHBOT:
NIpHOTIM3HTENHO 2 Yaca,

Hamoduzuonozuynu cuemoanus:
- Buopeuna nedocmameunocm: npu Texka OpOpeYHA HeQOCTATHYHOCT (KPEATHHMHOB KIHPBHC
noz 10 ml/ min}, eniMHEHpaHeTO Ha MapaleTaMoN H HETOBHTE MeTaboIHTH ce 3a0aBs.
- Hayuenmu 8 cmapyecka eb3pacnt; KOHIOTAIHOHHATA CHOCOOHOCT HE C¢ IIPOMEHY.

Denuparmun Maneam:
Abcopbupa ce¢ nobpe oT XpaHOCMHNATENHWA TpakT. IlMasMeHMST TONYKHBOT ¢ 49ac A0 9ac H

NoNoRHHA. AQUHHTETET My KbM THKAHHTE € ['OJIAM H ¢¢ eTHMHHHPA IVIaBHO 1pe3 6u6pensTe.

Bumamun C:
Hma xo6pa aGcopbums B XxpaHOCMMNIATEAHKA TPaKT. M3NHITEKST My ce eIHMHBKDA B ypHHaTa.

5.3 IlpeaxkavHEIHHA JAHHH 3a Ge30macHocT
He e npANOKUMO.




6. ©APMANEBTHYHH JAHHH

6.1 CrhHCcLK Ha NOMOIIHATE BEIIECTEA

MaHHTOMN,

RaTpnes Iuknamar E952,

saxapwH Hatpmit E954,

apoMar JIHMOH,

JIHMOHEHa KucenrHa Oe3BoHa,

CHIHOMEB AHOKCHA KOTOHEH, Oe3BoAeH

B ¢beTaRa Ha ApOMAT JIHMOH: MAaNTOACKCTPHH, CHNHIHAER JHOKCH, NOPTOKATOBO ETEpHYHO Macio,
eTepPHYHO MACNO OT NaiiM, IIWTpan, repaHi aleTar, THHANO0A, JeIAN ANeTaT, Hepll aneTar.

6.2 HecneMecTHMOCTH
He ca u3BecTHR.

6.3 Cpok Ha rogHoCT
3 rogunn

6.4 Coenuannu YeJIOBHA HA ChXPaAHEHHE
Ilpu TeMnepatypa mox 25°C .

6.5 BHI U cLORPRARAE HA OMAKOBKATA

Ipax 3a nepopaneH pasteop 3,5 g B caille OT XapTHA-ATYMHHHA-TIONMETHICH
Bceaka kytas ceappxa — 8, 10, 15, 20 Gpos cameTa # IHCTOBKA 3a NAHEHTA,

6.6 Cnenuanan NpeANazHH MePKH IPH H3XBLPJfAHE K paboTa
HaMa cnenpanuy u3ncKBanus.

7. TIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
AMHADAPM EAJ]

6yn. CaMeoHoBCKO moce Ne 130

Codua 1700, Brarapus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20120220

9. JATA HA II'bPBO PA3PEHIABAHEMIOAHOBABAHE HA PASPELIEHHETO 3A
YIIOTPEBA

Jata Ha mEpRO paspemasane; 25.04.2012
Jara na nogrosaBane: 26.07.2017

10. JJATA HA AKTYANH3HPAHE HA TEKCTA

Anpun 2020 r,




