JMACTOBKA: HH®OPMAIMS 3A TAIIAEHTA

Ipoduke 500 mg punmupanH TadeTKH
Profix 500 mg film-coated tablets
uednposzun (cefprozil)

MpodeTeTe BHHMATENHO UAJIATA NHCTOBKA NPEAH 2 3aM0YHETE AA NPHEMATE TOBA JIEKADCTBO, Thif
KaTO TS ChbAbPXKa BazkHA 33 Bac undopmanus.

- 3anazere Ta3u JHCTOBKA. MoXe Ja ce HAJIOXKH Aa 51 MPOYETETE OTHORBO.

- AKO UMATE HAKAKBH JONBJIHATENHHE BbIPOCH, MonuTaiite Bamia nekap WM hapMaleBT.

- Tora neKapcTBO € NpeAnKucanc Au4Ho Ha Bac. He ro npeotcrenBalite Ha Apyrd xopa. To Moxe aa
MM HaBPE/H, HE3ABHCHMO Y€ NMPA3HALMTE Ha TAXHOTO 3a60nsBane ca ChUIHTE KaTo BauiuTe,

- AKO TIONy4YHTe HAKAKBH HEXENaHW ICKapPCTBEHH peakllMH, yBefoMeTe Bamma Jekap HiH
apManeBT. TOBa BKIIOYBA M BCHUKH BB3MOXCHH HEXENaHN PEakluy, HEONMCAHH B Ta3H JIMCTOBKA. BikTe
TOuKa 4.

KakBo cbabpKa TasH JIACTOBKA:

Kakso npencrasnasa [IpogHKkC H 3a KaKBO C€ H3NOA3Ba
Kakso Tps6Ba na 3Haere, mpeaH Aa npueMere [Ipoduke
Kak na npuemare Ipodukc

BE3MOXHH HEXENaHH PEaKHH

Kak na cexpanaparte IIpoguxe

ChabpiaHye HA ONIAKOBKATA W AOMBIHUTENHA HHQOPMALKAL,gpe

JlucmoBka - Mpunocxenve 2
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1. Kakpo npeacraBnsBa [Ipodgukce H 3a KAKBO ce H3N0JI3BA

[Tpodwke chABPkKa AKTHBHOTO BEMIECTBO LehHPO3HII KaTO UES(HIPOIHI MOHOXHAPAT.
Besika punmupana rabnerka coaspxa S00 mg uednposmn .
[podHic € NONYCHHTETHHEH, IUHPOKOCTIEKTHPEH Nedanocnopuros aHTHOHOTHK.

[IpohHKC ce M3N0II3BA 34 JISUEHHE HA MH(EKUHA IPHYMHEHH OT aKTepHH YYBCTBHTEIIHH KbM
neuposH.
[Tpoduxce ce U3MOM3BA 33 JIEUEHHE HA!
e ViH(eKkiuy Ha TOPHATE AUXATENHH MHTHINA — CHHY3HT, (PaApHHTUT, TOH3HJIHT;
e OcTbp H CpeaAcH OTHT NpPH ACHLA;
* HHdekiMH Ha AOTHHTE AMXATE]HN MTHTHILA, BK/IIOYHTENHO OPOHXAT W MHEBMOHHUS,;
 HeycnoxHeHH HH(EKIHH Ha KOYKATa H MEKHTE ThKaHH — abLECH, A3BH, HH(EKTHPAHH paHH,
UEAYJHT - P BB3PacTHH 1 Jeua Hax 13 rogumHa Bb3pacT,
¢ HeycnoxHenu nH(eKUHH HA OMKOYHUTE ITHTHING, BKITIOYBAILK OCTHP LHCTHT.

2. Kaxso tpadBa aa 3HaeTe, npean Aa npuemMere Ilpopuxc
He npuemaiire IIpodpuke
- aKO CTe ANepruvHM (CBPLXUYYBCTBHTENAHM) KbM USDIPO3UN HAH KBEM HAKOS OT OCTAHANUTS

CHCTaBKH Ha TOBA JieKapcTBO (M30poeHH B TOUKA 6);

(ranp. uedanekcHu);

A3MBAHUTERHA ATEHLUA 10 IEKAPCTBATA
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IlpegynpexacHHA H NpeAnasHH MEPKH
I'oBopeTte ¢ Bamua nekap, npeay aa npuemere Hpoduxe
® aKO CTE WIEPrHYHH KhM Lednpo3nil, NeHNIHIHHH, LehaloCnOpHHH. WIH APYTH JICKapCTBa;
®  aKO NOBPBLIATE H/IH HMATE AHAPHS,
®  aKO CTpajaTe HJIH cTe UMaTH Oh0peuHo HiH YepHOApoOHO 3a00/4BaHe, KOJUT HIH
~ cToMaHy npobdnemw;
e ako By npeAcToH onepanus, BKIKOYHTEIHO H CTOMATONOrHIHA OTNEpalia;
aKo cre OpeMeHHa, IaHHpare OPEMEHHOCT HIIH KbPMHTE,;
ako Bu npezacrosT mabopaTopHu nM3caeaBaHus, Tbi karo IlpodHKc MOXe Aa NpHYHHHA
NIPOMSIHA B PE3YNTATHTE Ha HAKOH TECTOBE.

Apyrn nexapersa H [Ipoduxe
Undopmupaiite Baius nexap nnv ¢apmanesT, ako NPHEMATE, HACKOPO CTE IPHEMAJIN HITH € Bb3MOXKHO
Aa TIIpHeMaTe APYTH JICKApCTBa. /

Hudopmupaiite Baius aekap, ako npreMare:
® IPYTH GHTUOUQTHUM, HATIPUMED AMUKALKMH, TeHTAMHUUWH, KAHAMWIAH, HEOMULHH,
TAPOMOMHLIHH, CTPENTOMHLMH, TOOPaMHLIMH;
® OTBOJHABAIIH JIEKAPCTBA (AMYPETHIIN);
® BHTAMHHH;
® [IPOTHBOCHCHPBAILM CPEACTBA (AHTHKYAroJaHTH).

Ilpoduxc ¢ XpaHH, HANATKH H ATKOXO0JI
[puemMbT HA XpaHa He NOBIKABRA JelicTieTo Ha IIpoduke.
ITpoduke MoXe Ja ce npueMa ChC HIIH Oe3 xpaHa.

BpemMeHnocT, KbpMene H GepTHARTET
AKko cTe OpeMEHHA MK KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OPEMEHHA HIM TIAHNpaTe OpeMeHHOCT,
ockBeTBaliTe c¢ ¢ Baiuus nekap uiH ¢apMalieBT npead ynoTpebara Ha TOBa JICKAPCTBO.

bpeMeHHOCT

Jleuenne ¢ TIpoduxc mo BpeMe Ha GpeMEHHOCT MOXKe J1a C€ MPHIIONKH caMo B CllyvauTe, KoraTo Bauus
NeKap € IpeteHuU, ue € HAJIOXKHTERHO,

Baiiins fiekap iiie mpelieiy noisuTe ¥ puckosete 3a Bac n Bamero 0ebe.

KbpMeHe
JleuenneTo Ha KbpMeliH xkeHH ¢ [Ipodukc Tpabea aa ce npopexkja ¢ NOBHLIEHO BHHMaHHE.
Hednpos3un Moxe aa IpeMHHE B KbpMata 1 Ja HaspeRn Ha Baiero 6¢be. |

llo¢purpane n pabora ¢ MAIVHHN

Ynorpebara Ha [Ipodukc Moxe 1a e TpHUHHA 33 0ABa Ha yMOpa MK 3aMasHOCT.

AKo ce uyBCTBaTe Taka, He modupaiite, He H3NON3BaTe HUKAKBH HHCTPYMEHTH HITH MALUHHH.
Orpannyere alKOXOJTHHTE HATUTKH.

Baxxna andgopManna OTHOCHO HAKOH OT ChCTABKHTE
Henpunoxumo.

3. Kak na npuemare Ilpodmkc

Bunars npuemaiiTe TOBa JICKAPCTBO TOUHO KakTo Bu e kasan Bammar sexap. Ako ne
nomnuTalite Bamus nekap Wi QapMaLesr.



Boe3pacTrn 1 aena Haa 12 ropuun

TIpodHKC ce H3MOJI3Ba 34 JIeYeHHe HA HH(EKIHH, IPHYMHEHH OT YYBCTBATEIHH KbM LEePIpO3HI
GakTepHH.

OGuuyaiinara areBHaTa 1032 [Ipodukc 3aBuCcH OT BHIa Ha GakTepuHanHaTa HHpeKIus:

[TueBMOHHS H OPOHXHT 500 mg na 12 vaca

DapHHIUAT ¥ TOH3HINT 500 mg Ha 24 4yaca

CuHY3UT 250-500 mg na 12 yaca

HudexuHH Ha KOXKATa B 200 mg na 12 yaca nin 500 mg Ha 24 yaca
MEKHTE ThKaHH

HeycnoxHeHH HHPEKIHH Ha 500 mg na 24 yaca

MMHKOYHHTC NBTHILG

O6UKHOBEHO NPOABIKHTENHOCTTA Ha nevenueto ¢ [Tpoduxce € ot 7 ao 10 axu no npeneHka Ha
NeKyBalllUA jeKap.

BesonacxoctTa B edexTHBHOCTTA Ha [Ipodukc npu Aeua noa 6 MeceyHa BB3pacT He & YCTAHOBCHA.
3a BR3paCTHH W Jena Haj 12 roadHH € DOAXOAMIIO H3M0A3BaHETO Ha ITpogmxkc TabneTkH.

OnuTpaiite ce ga nmpuemare [IpodHKC No eqHO H CHILO BPEME BCEKH JIEH.
ITpuemsT Ha IIpoduke He 3aBHCH OT NpHEMA Ha XpaHa.

AKo cTe IpHeaHd noBeve oT HeoOxoaumaTa go3a llpopuxe
AKO CTé IpHeNH noBede 0T HeobxoAuMara ao3a Ilpodukc HezabaBHO ce CBbpXeTe ¢ Banmis nekap.

Axo cre nponycuaam aa npuemere Ilpogpukc

Axo cre nponycHand xa npuemere Iipobuxce, Biemere obnvalfiiaTa Ao3a BeaHara nioM ¢ CETHTE, OCBEH
aKo He € MHOro OG/qH30 Jo chaeBallara a03a. AKO TOBA C€ CIy4YH, MPOMYCHETS NMPHEMa H B3CMCTC
crie/iBalaTa 1o3a, KaTo cieBare NpeAnucatoTo Bu nevenue.

He p3emaiiTe gBoliHa 4034, 3a 18 KOMIICHCHpATE NPOIYCHATATa A034.

AKo cte cnpesn npHema Ha [Ipoduxke

He cnupalite JeueHHeTO MpeAH Aa CTE 3aBbPIIHIM MBJIHWA KYPC Ha JICUCHHE, HE3aBHCHMO, 4e CTC C€
[MOYYBCTBANH Mo-100pe. Bu3MoxkHO € HAKOH OT CHMITTOMMTE 14 C€ IPOABAT OTHOBO.

AKO HMATE HAKAKBM JONBJHUTSNHW BBLNPOCH, CBHP3aHW ¢ yrmorpedarTa Ha TO3a NEKAPCTRO, MO
monuraiite Baius nexap uan ¢papMauesrT.

4, Bu3MOKHA HEKEIAHH peaKIHH

Kakro BcHukn nekapcTaa, [Tpoduke Moxe 12 NpeiH3BHKA HEXENIAHH peaKUUH, BBIIPEKH Y€ HE BCEKH TH
MoNy4asa.

B Ta3u JUCTOBKA, KOTATO HEXKE/IAHHTE PSaKIuM ¢4 ONMHCAHH KATO ,, ¥ecmy , TOBA O3
cbo0aBanA IpH noBede oT 1 Ha Beexd 100 mauuenTa, HO NPH NO-ManKoO OT 1 Ha £



KoraTo HexXenanuTe peakidy ca OMHCaHK KaTo ,, Hevecmu ', TOBA 03HA4YABA, ¥€ T¢ Ca CbOOILIABaHM NPH
noseue oT 1 na Bcexn 1 000 nannenTa, Ho npy no-mManko or 1 Ha scexkn 100 nauwuenta.

KoraTo HeXeNaHHTe PEaKLEH ¢a OMUCAHH KaTo ,, pedxky ”, TOBA O3HAa4apa, 4e T ¢a ChoOLIaBaHH NpH
noseue ot 1 Ha Bceku 10 000 manuenTa, Ho no-pazako or 1 Ha Bceku 1 000 nauneHTa.

KoraTo HEeXEIaHATE PeakiHK ca OMUCAHH KaTo ,, MHO20 pedku”’, TOBA 03HaYaBa, M€ T¢ ¢a Cbo0IIaBaHH
npH no-Manako ot 1 Ha Beeku 10 000 manueHTa.

Yecmu: AHQEKIHA ¢ HEYYBCTBHTEIHH KbM aHTHOHOTHKA MAKPOOPraHH3MH, reOnuHa HHEeKUus Ha
BIATANRLICTO, CBETOBBPTEXK, YBENHUEHHAE Ha O6€JIHTE KPBBHH KIIETKH B KPBBTa, G0JIKH B KOpeMa, AHAPHS,
rajicHe, MOBpPbIIaHe, 3aBHIICHH pe3yJITaTH OT 1aGOPAaTOPHH TECTOBE 32 H3CIEABAHE HA YepHOApPoOHaTa

OYHKLHSA

Heyecmu: namanes Opoit 6enn KpbBHH KNETKH, 00bpkBaHe, 0e3Ch3HaHUE, CHHIMBOCT, HEPBHOCT,
rnasoboiHe, 0OpUB, YPTHKAapus (KOIPHBHA TPECKA)

Pedxu: HaMmaneH Gpoii KPBBHHA T0YKH (TPOMOOLIHTH), 3aTPYAHEHO ChCHPBAHE Ha KPBBTAa, AHTHOCACM
(OTOK Ha JHLETO, KNECTIaYHTE, €3HKa, TBPAOTO), KOJIHT (BKIFOUMTENHO NIcEBIOMEMOpaHO3eH),
NOXBATABAHE HA KOXKATA H CKJIEPHTE, TEKKHA KOXKHY peakuuH ¢ oOpasysaHe Ha MEXYPH 10 KOXKaTa H
NMraBHUHATE, TEHATAJICH CBPOeK, NOBHINEHA TEMIIEpaTypa

AKO MoMyuHTe HAKAKBH HEXENAaHW JEKAPCTBEHA PeakiliK, yBeioMeTe Bamus nexap WM (apmanest.
ToBa BKIIOYBA BCHYKH Eb3MOXHH, HEOTHCAHH B TA3H JIHCTOBKA HEXENAHH PeaKLHH.

ChofmaBaHe HA HEAKENANH peaKIHA

AKO MONy4HTE HAKAKBH HEXENaHy peakiuy, yBenomere Bains nexap Wi ¢papmaucsT. Tosa BKIOYBA
BCHYKH Bb3MOKHM, HEOMMCAHH B Ta3H JIHCTOBKR HEXENAHK peakiuy, Moxere chio Ja ¢ho0mmTe
HEKENaHH Peakiiiy AHPEKTHO Ha MamsiHuTenHa areHuus no nexapcrsara (MAJI):

BBbJTAPHA, Codua 1303, ya. Jamsan 'pyes 8
Ten. +359 2 8903555

en. nowa: bda@bda.bg
yebeakiT: www.bda.bg

Kato cho0liaBaTe HEKEIaHH peakliiH, MOKeTE 1a afieTe CBOS NPHHOC 32 NO/IyYaBaHe Ha MOBEYE
HHOpMaLKa OTHOCHO 0€30I1aCHOCTTa HA TOBA JIEKAPCTRO.

8.  Kak na coxpanssare [Ipogpakc

Jla ce chXpaHsBa Ha MACTO, HEAOCTHITHO 3a Aella.
Jla ce cpxpaHgBa B OpUTHHAJIHATA ONAKOBKA.
Ja ce cbXpaHsaBa py TeMneparypa moa 25°C,

He w3nonssaliTe ToBa AEKapCTBO CIIEX CPOKA HA FOAHOCT, OTOENA3AH BLPXY KAPTOHEHATa ONaKOBKA.
CpoKbT Ha FOAHOCT OTTOBaps Ha MOCHEHAHUA ACH OT MOCOYEHHS MECEIL,

He H3XBBpAATE NEKapCTBaTa B KAHAIU3ALHATA HIH B KOHTEHHEPA 32 JOMALIHH OTNAABIH,
[TonuTaiiTe Bamusa gapMaiesT kaK Ja H3XBBLPAATE JIEKapCTBATA, KOUTO BeYe He M3MoN3Bare. Te3ad MEpKH
1Ie CIIOMOTHAT 3a OMA3BaHE HA OKOJIHATA Cpeld.




6. Crabpxanne Ha OODAKOBKATA W JONLJIHUTENHA HHPOpMALHA
Kakso ¢cpabnpxa IIpoduxe

- AXTHBHOTO BEIICCTBO €; LegnpOo3HI

- JIpyruTe ChbCTaBKHM Ca: MHKPOKDHCTAlIHA HENy103a, MAIHE3NEB CTCapar, HATPHEB HHIIECTEH
rMKONAT, CHMETHKOH eMYNCHS, PHIMOBO MOKPHTHE (THTAHOB AHOKCHI, XHIPOMEN03a, MaKporo,
nonucopbar 80)

Kax nw3rnexaa lpojduke H KaKBo CLALPKA ONAKOBKATA

Benu oBanHH GHAMHPAHH TaGNETKH C Ae/IMTEIHA YEPTa OT SAHATA CTPaHa, OMakOBaHU B ONUCTEPH.
Braose onakoBku:

10 ¢punmupann Tabnaetkn / 1 GiMcrep

14 ¢punmupanu tabnetkn / 2 6ymcrepa (7 punmupann TaGneTkn / GiHCTEp)

20 ¢punmupann Tabnetku / 2 6mictepa (10 punMupann TadaeTky / OauCTeD)

IIpuTekaTen HA pa3pelIeHHETO 3a YROTPeOa N NPOH3BOAHTEN

HOBEJI @APMA EOO/1
OxonoBpscter BT Ne 36
1415 Codus, Brarapus

NaTa Ha noc/eaHO npepasriaekIaHe Ha gucroskarta: 03.2017 .




