JJUCTOBKA: HHOOPMAIINUA 3A ITALIMEHTA

IMpoduxc® 250 mg/5 ml npax 3a nepopajHa cycneH3us
Profix® 250 mg/5 ml powder for oral suspension
nednposun (cefprozil)

[IpoueTeTe BHUMATENHO UAJIATA JIHCTOBKA, NIPEIH /1A 3a1I04YHETE 12 NPHEMATE TOBA JIEKaPCTBO, Thil
KaTo T ChbAbPAA BakHa 32 Bac undopmauus.

- 3ana3eTe Ta3u JUCTOBKA. MoXe Aa ce HaloXH J1a s NpOo4YeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMBIHUTETHH BBIPOCH, NonuTanTe Bamms nekap unu ¢papMaLesrT.

- ToBa nekapcTBO € npeAnucaHo JW4HO Ha Bac. He ro npeorcTenBaiite Ha Apyry xopa. To Moxe J1a
MM HaBpeJH, HE3aBUCUMO Y€ MPU3HALMTE Ha TAXHOTO 3a00/sABaHe ca ChIUMTE KaTo Balure.

- AKO TOJIYYUTE HAKAKBH HEXKEJaHW JIEKapCTBEHM peakUuuH, yBeaomere Bawus nekap MM
¢dapmanent. ToBa BKJIIOYBA H BCHYKH Bb3MOXHH HEXeEJIaHW peakl|My, HEONTMCaHH B Ta3H JINCTOBKA. Buxkre

To4yka 4.

KakBo cbabpka Ta3H JHCTOBKA

Kakso npeacrasnssa [Tpodukc® u 3a kakBo ce W3nosssa A/ AL IS

KakBo Tps6Ba Ja 3HaeTte, npeau aa npuemere [Tpodukc® s wi n
Kak na npuemare [Tpodukc® 6~ PIéé 10 -U4- LU )
BBb3MOXHU HEXEJIaHU peakLuu . B

Kak na cexpaunssare [Tpoduxc®

CbabpkaHue Ha ONAKOBKATa U IONbJIHUTENIHA HHpOpMALIUS

Oh i = D 19 e

1 Kakso npeacrasasia Ilpodpukc” u 3a kakBo ce H3MO/I3BA

[Tpodukc® chabpxka aKTHBHOTO BelIeCTBO LedNpo3u KaTo uedrnpo3ni MOHOXHAPAT.
[Tpodukc® 250 mg/5 ml npax 3a nepopanHa cycnensus cbabpxka 250 mg uednposun B S ml ot
nepopajyiHaTa CyCIreH3us.

[Tpodukc® e moNyCHHTETHYEH, LIUPOKOCTIEKTBPEH Le(anToCnOpUHOB AHTHOHMOTHK.

[Tpodukc® ce n3non3ea 3a neyeHne Ha MHGEKLUNUN MPUUHHEHN OT GaKTepUH, KOMTO Ca YYBCTBUTEJIHH KbM
nednposu.

[MTpodukc® ce u3nos3sa 3a neyeHue Ha:

Mudekunu Ha ropHUTE AUXATENIHU TbTHLIA — CUHY3UT, apUHIUT, TOH3WIIHT,

OcTBp ¥ CpeJIEH OTHUT TIpH Jela,

Mudexunn Ha JOMHUTE AUXATESIHHU ITBTULLA, BKJIIOYHUTEIHO OPOHXUT U MHEBMOHHA,
HeycnoxxHeHn HHPEKUMHM Ha KO)KaTa U MEKUTE TbKaHH — abLiecH, A3BH, HHPEKTHUPaHH paHH,
LeJIYJIUT - NPH Bb3PaCTHU M Aeua Haj |3 roauiiHa Bb3pacT;

e HeycnoxHeHH HHPEKLIMU HA MTUKOYHUTE IMbTHILA, BKJIKOYBALIH OCTHP LIUCTHT.

2. Kakso Tpa6Ba aa 3Haere, npean Aa npuemere Mpodukc®

He npuemaiite Ipodpuxc”:
- aKo CTe anepruyHd (CBPbXYYBCTBUTEJIHH) KbM LE(GNpPO3U] MM KbM HAKOS OT OCTaHaJIUTE
ChCTABKH Ha TOBA JIEKAPCTBO (M30pOEHH B TOUYKA 6);
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IIpeaynpexaeHHS K APEANAIHH MEPKH
osopere ¢ Bawusa nekap, npenu xa npuemere [Mpoduxc®:
® aKO CTe AleprM4Hy KbM LiehNpOo3Hl, MEeHHLMINHH, LiepanoCIIOPHHA WK APYTH JeKapcTBa;
®  aKO MOBpbLLIATE MJIM HMATE JHAPHUA;
® ako CTpajare MK cTe UManH OB0peuHo Unu YepHoApoOHO 3abonaBaHe, KOMUT WK
cTOMaLHH NpodeMy;
 ako BH npeAcTOH onepalus, BKIOYKTENHO H CTOMATONOTHYHA OlepaLM;
e aKko cTe OpeMeHHa, aHHpaTe OPEMEHHOCT WIH KbPMHTE;

¢ ako Bu npencroat naGoparopuu u3cneABaHua, Thii kato [Tpodukc® Moxe na npuyuHm
APOMSAHA B PE3YNTATHTE Ha HAKOH TECTOBE.

Mpyru aexapcria u llpopuxc®
Undopmupaiite Bamus nexap uan dapMaLerT, ako NpHeMaTte, HACKOPO CTe MPNEMANH HIIH € Bb3MOXHO

[a MpHeMare ApyrH JieKapcTBa,
Hudopmupaiite Bamus nexap, ako npuemare:
® JpYru aHTHOMOTHMIIH, HATIPUMEP AMMKALMH, N'eHTAMHLIMH, KAHAMHLIWH, HEOMUIIUH,
NMapOMOMHIHH, CTPENITOMHLUHH, TOOpaMHLIMH;
® OTBOAHABALIH JIeKApCTBa (AUYPETHLH);
® BHTaMHHH;
® [POTHBOCHCHPBALIM CPEACTRA (AHTUKYAronaHTH).

Ipopuxc® c xpana, HAMUTKH M AJ1KOXOJI
[IpueMbT HA XpaHa He NoBnusABa aeicTeueto Ha [Ipodukc®.
Mpodukc® Moxe Ia ce npHeMa cbe WK 6e3 XpaHa.

bpeMeHHOCT, KbpMeHe H PePTHIAHTET
Axo cTe OpeMeHHaA UM KbPMHTE, CMATATE, Y€ MOXKE Jia cTe¢ OpeMeHHa MITH TUTaHupaTe OpeMEHHOCT,
nochBeTRaliTe ce ¢ Bamuug nexap wnn dapmatieBT npeau ynotpedara Ha TOBa TEKApCTRO.

BpeMeHHOCT
Neuenue ¢ Mpoduxc® no speme Ha GpeMEHHOCT MOXeE Aa ce MPHIIOKH CaMo B CITyYauTe, korato Bawms

neKap € NPeLeHMII, Ye € HAIOKUTENHO.
Bauina nexap Lie npeueHH NOAKUTE H pUCKOBeTe 3a Bac W Batteto Oebe.

KnpMmeHe
JleuenueTo Ha xppMewy xeHH ¢ [Tpodukc® Tpa6ea aa ce mpoBex A2 C MOBHIIEHO BHHMAaHHUE.
Llednipo3un Moxe Ja MpeMHHe B KbpMaTa U Ja HaBpeJn Ha Bamero 6ebe.

lllodpupane u paboTa ¢ MAIINHH

Vnorpebara na [Tpodukc® Mosxe Ja e NpH4MHA 3a NOABA HA YMOPA WIH 3aMasiHOCT.

AKO ce 4YyBCTBaTe Taka, He wodupanire, He U3MON3BaHTe HHKAKBY UHCTPYMEHTH HNTH MAILIMHH,
OrpaHuueTe aiKOXOJIHHATE HANKTKH.

Npodukc® coaELpxa:
e 3axapo3a — MOXe Aa yBpeau 3pbure;
e AcapraM - H3TOYHUK Ha deHnNanaHHH 1 MOXe 14 € Bpe/leH 3a Xopa ¢ (PEHUIIKETOHY
e Makporoarniuuepon XHApOKCHCTEeapaT — MOXe J1a IIPHYHHH CTOMAILHO pascTpoiic




3. Kak aa npuemare lpopuxc®

ByHaru npuemMaiiTe ToBa NEKAPCTRO TOYHO KakTo Bu e ka3an Bamusar nexap. Ao He CTe CUI'YPHH B HEIO
nonuTafiTe Bamusa nekap unu gapMalerT.

[Mpoduxc® nepopanHa cycneH3us e noaxoAaiy 3a ynotpeba npH AcLa Ha Bb3pact oT 6 Mecena no 12
roZIMHH, 3a NeueHHe Ha HHpEKIMHY NPHYAHEHH OT HYBCTBUTENHH KbM LEepNpo3nsi GakTepuH.
O6uuaitHaTta aHeBHara no3a [Ipodukc® saBucy oT Buaa Ha GakTepuanHaTa HHpeKLHA:

Bvspacmuu u deya nao 12 200unu

Hudexiinn Ha TOPHHTE AHXATENHH METHINA

DapHHIHTH, TOH3IUIUTH 500 mg na 24 yaca 10 nnn*
CHHY3HUT 500 mg Ha 12 yaca nau

250 mg Ha 12 yaca 10 anu
(ITpu yMepeHa A0 Texka WHpeKLUHS 500 mg Ha 12 yaca
TpaAOBa a ce U3NoJI3Ba MO-BUCOKA
1033a)

Hudexnuu HA JOIHHTE JHXATEIHH IBTHINA

Bropnunu 6akrepranHi HHPEKIUH Ha 500 mg Ha 12 yaca 10 anu
OpOHXHTE W XPOHHYHH OPOHXHTH

Hudexkiiiy HA KOKATA H MEKHTE THKAHH
HeycnoxHenn uHdekuHd Ha KOXAaTa H 250 mg Ha 12 yaca 10 auu
MEKMTE ThbKaHH 500 mg Ha 24 yaca unu

500 mg Ha 12 yaca

HeycinoxHeHH HHEKIHH HA MHKOYHHTE 500 mg Ha 24 uaca 10 aHu
MLTHINA

Heya om 2 00 12 codunina 8v3pacm

Hugexinu HA FOPHHUTE AHXATEIHH MBTHINA**
DapUHTUTH, TOHIHIIHTH 7.5 mg /kg Ha 12 yaca 10* nuu
HHdeKIMH HA KOKATA H MEKHTE THKaHKN **

HeycnokHeHH HHPEKIIHA HA KOXATA U 20 mg/kg Ha 24 yaca 10 nHn
MEKHTE ThKAHH

bebema u oeya (om 6 meceya 0o 12 2o0uuina ev3pacm)

Hudexuny HA FOPHUTE JHXATEIHH MLTHIA®*

CpeneH OoTUT 15 mg/kg Ha 24 yaca




CHMHY3HT 7,5 mg /kg Ha 12 yaca 10 auun
(IMpx yMepeHa A0 Texka HHPEKLH 15 mg/kg na 12 qaca

TpAOBa Aa ce W3M0a3Ba Mo-BUCOKa

a03a)

* . NeyeHHETO Ha UR(ELHH MPHUHHEHH OT Streptococcus pyogenes ¢ Ipodnkc® Tpabsa aa npoxbsixs
noxe 10 gHH

** . 1a He ce NpeBHIIABA NPENIOPBHUUTENHA 1034 NIPH BL3PaCTHH
[lpoABIXHTENHOCTTA Ha IEYEHHETO € oT 7 1o 10 AHH.

BezonacHocTTa H edekTHBHOCTTA Ha [Tpodukc® npy Aena nox 6 MecedHa Bb3pacT He € YCTaHOBEHa.
3a BB3pacTHH H Aelia Haa 12 roauHH e noaxoasino unonszpaneto Ha [poduxc® rabnetku.
Onuteaiite ce aa npuemare [Tpodukc® no eaAHo U CHILO BpeMe BCEKH JIEH.

IMpuemsT na [Tpoduxc® He 3aBHCH OT NpHeMa Ha XpaHa.

YKa3aHH4 32 NPHUrOTBAHE HA MEPOPATHATA CYCNEH3IHS
¢ OTtBOpeTte OYTHUIIKaTa
s JloGapeTe nmpeBapeHa H OXJafieHa BOAQ, NPUONH3HTENHO OO NONOBHHATA Ha OyTHIKaTa
¢ 3arBopeTe OyTHIKATA ¥ pasKiaTeTe A0 pa3TBapAHE Ha paxa 3a NepopasiHa CyCleH3ns
¢ HMiauakaiiTe HAKONKO MUHYTH, foDaBeTe BOAa 40 MapKUPOBKAaTa H OTHOBO pa3KiareTe ¢eHeprudHo

IIpHroTBEHATA IO TO3M HAYMH CcycneH3us TpafBa na ce CHLXpPaHABA B XJI8AHIHHK H HM2 CPOK HA
roaHoct 14 1Hu.
BMeCTHMOCT HA MEPHUTEIHATA JbKHYKA — 5 mi cycneH3Hs.

AKO CTe IpHeJH MnoBeve oT HeoGxoaHMaTa no3a Mpoduxc®
AKO cTe MpHeny noseue oT HeoOGxoanMaTta go3a Ipoduxc® Hezabasro ce cebpkere ¢ Bamns nexap.

AKo cTe npomycHaaH Aa npuemete Ipodpurc®

AKo cTe nponycHanu Aa npueMere [Tpodukc®, leMere obuyaiinaTa 103a BeHara LOM Ceé CETUTE, OCBEH
ako He € mHoro 6;am30 [0 cleasallara J03a. AKO TOBAa Ce CNyuM, IPONYyCHETE MpHEMa H B3eMeTe
cleaBalllaTa no3a, KaTo CIeIBATe NpeaAnucaHoTe Bu neveHue.

He B3emaiiTe ABoiiHa 1033, 3a Ja KOMNIEHCHpaTe NPOIMyCHATaTa J03a.

AKko cte cnpean npaema ua lpodpukc®

He cnnpaiite neyenneTo npeau Aa CTe 3aBbpLUIMIH NBAHUSA KYpC Ha JI€HYEHHE, HE3AaBHCHMO, e CTE C€
NOYYBCTBAIH MO-106pe. BB3MOXHO € HAKOH OT CUMNTOMUTE [a Ce NMPOABAT OTHOBO.

AKO HMaTe HAKaKBH AOIMBAHMTENIHW BBIPOCH, CBRBP3aHU ¢ ynoTrpedara Ha TO3a JIEKAPCTBO, MOJIA
nonuTaiite Bamus nekap HiIn gpapMaLeBT.

4. BB3IMOXKHH HeXeJaHH peaKiiMH

Kaxto BcHuku nexapcTsa, [Tpodukc® Moxke fa npequ3sBHKa HEXeNlaH#W PeakiMH, BhIpEKH 4Ye He BCeKU T
noJjyvasa.

B Ta3u ITHCTOBKA, KOTaTO HEeXENaHHUTE peakliMM ca ONHCAaHH KaTo ,, ¥ecmu ', TOBa O3Ha4a
crobuiaBanu nmpu noseye oT |1 Ha Bcekn 100 nauuenTa, HO MpH No-Manko oT 1 Ha Beek




KoraTo HexkenaHHTE peakilMH Ca ONMCAHH KaTo , Hevecmu ', TOBA 03HAYaBa, Y€ Te ca ChboOIIaBaHH NPH
noseye oT 1 Ha Bcekn 1 000 nmanueHTa, HO npH mo-Masnko ot 1 Ha Beeku 100 natmeHTa.

Koraro HexxenanuTe peakiHH ca ONMHCAHM KaTo ,, pedxu”’, TOBa 03HA4ABa, Y€ Te ca chobLIaBaHH MpH
noseye oT 1 Ha Bcekn 10 000 nanueHnTa, Ho no-psaxo ot 1 Ha BcekH 1 000 nauueHTa.

Korato HexenaHuTe peakliHH ca ONHCAHH KaTo ,, MHO20 peOKu ', TOBA 0O3HAYaBa, ye T¢ ca ChodIaBaHy
npu no-manko ot 1 Ha Bcexkn 10 000 nanpeHTa.

Yecmu: WHbpeKLHA C HEUYBCTRHTEIHM KbM aHTHOHOTHKA MEKPOOPraHH3MY, r-0MYHA HHDEKIMS Ha
BIAralHileTo, CBETOBBPTEXK, YBENMYEHHE Ha GenuTe KPbBRHH KIICTKH B KPbBTa, H0/IKH B KOpEMA, Anapus,
raficHe, NOBpbIIaHe, 3aBHILIEHH pe3yITaTH OT 1a0opaTOpHHU TECTOBE 3a M3C/e/BaHe Ha yepHoApoOHaTa

byHKIHS

Heuecmu: namanes Opoii 6eu KpbBHH KIETKH, 00bpkBane, 6e3cb3HaHKe, CHHIMBOCT, HEPBHOCT,
rnasofonue, oOpuB, yprukapus (KONpHBHA TPECKa)

Peoxu: HamaneH 6poll KpBeBHU NNOYKH (TPOMOOLIMTH ), 3aTPYAHEHO ChCHPBaHE HA KPBBTA, AaHTHOEAEM
(OTOK Ha JIHLIETO, KAEMAYKHTE, e3HKa, I'bPNAOTO), KOJNUT (BXIMOYHTENHO ncepjoMeMbpatoseH),
NOXBIATABAHE HA KOXATA M CKJIEPHTE, TEXKM KOXKHH peakuMy ¢ odpalyBaHe Ha MEXYPH IO KOXKATa H
JUTaBULMTE, FeHuTaNeH ChpOeX, NOBHUIlIEHA TeMIIEpaTypa

AKO NOJIyYHTEe HAKAKBH HEXeJJaHH JIEeKapCTBEHH peakluH, yeeaomeTe Bawus nexap wiK ¢papMmal(enT.
Topa BkmoOYBa BCUYKH BB3IMOXHH, HEONTHCAHH B Ta3H JIKCTOBKA HEXENaHH peaKLHH.

Crofmaeane Ha HEXE/IAHH peakiiHH

AKO NMONyYHTe HAKAKBH HEXXENaHHW peakluy, yeeoMere Bauins nekap unu ¢papMaliesr. ToBa BKIIOUYBA
BCHYKH Bb3MOXHH, HEOITHCAHH B Ta3H JINCTOBKA HEXeJIaHU peakuMi. Moxere cbilo Ja crobiure
HeXXeJIaHH peakLuy AUpeKkTHO upe3 UambnHuTenHa areHUnA no nexapcreata (MAJD):

yn. ,.,JamaH ['pyes® Ne 8

rp. Copus 1303,

Ten. +359 2 8903417

en. moma: bda@bda.bg

yebcaitT: www.bda.bg

KaTo choblaBaTe HexkenaHy peakLMH, MOXETe Ja JaieTe CBOS NPHHOC 3a NONy4aBaHe Ha ropeye
uH$opMaliua OTHOCHO §e30MacHoCTTa Ha TOBA JICKAPCTRO.

5. Kaxk na cexpanssarte [Ipoduxc®

Ha ce cbXpaHiaBa Ha MACTO, HEAOCTBITHO 3a ACHA.
Ja ce chxpaHsBa B OpHIrHHANHATA ONAaKOBKa.
Ha ce cbXpaHaBa Ipy TeMneparypa nog 25°C.

He n3nonisaiite Toba JEKAPCTRO CJIC] CpOKa Ha I'GIHOCT, otbens3aH BBPXY KAPTOHCHATA OIIaAKOBKA.
CpﬂK‘BT HA rogHOCT OTroBapa Ha NMNoClCIHHUA ACH OT [MOCOUCHHA MCCCL,

Cpox Ha roAHOCT cnej pasTeapsaHe - 14 qHH.
Cnen pa3TBapsiHe 21a C€ ChXpaHABA B XJIAJAHJIHHUK NpH TeMnepaTtypa ot 2°- 8°C.

He u3xpBupngiiTe JekapcTBaTa B KAHANM3aUMATA HH B KOHTelHepa 3a TOMALIHH OTHagBLH.
[Monurafite Bawius dhapMaleBT KaK Jla H3XBBPIATE JIEKApCTBAaTa, KOUTO BEUE HE M3I10N3
ll[e CIIOMOTHAT 3a ONa3BaHe Ha OKONHATa cpeaa.




6. CoanpxaHHe HA ONAKOBKATA H AONLJIHHTENHA HHpOpPMaus
Kaxso ¢chabpixa Ipopuxc®

- AKTHBHOTO BELUECTBO €: nedrnpo3unn

- IpyruTe ChCTABKH CA: MHKPOKPHCTANHA LEMyN03a, KapMeno3a HaTpHH, KpOCMOBHOH,
MaKpPOTOJIIIHLEPOJ XUAPOKCHCTEApaT, 3axapo3a, MHUHMH, acriapTaM, 0e3B0/JHa TKMOHEHA KHCENHHA,
6e3poaen KOJOHIEH CHIIHLIMER JUOKCH R, HaTpHeB OeH30aT, HaTpUER XJIOpHI, apomaT (baHaH),
noaobpuTen Ha BKyca .

Kaxk miraexaa lpopuxc® U kakpo chaALPKa oNaKkoBKaTa

[Tpoduxc® 250 mg/5 ml mpax 3a rniepopaiHa CycnieH3Hs € XbITeHHKaBo- 0411 nmpax.
Bcska omakoBka ChABPAKA CTEKIEHA BYTHIIKA, ¢ kexIubapeH UBAT, ¢ kanayka Ha BHHT H I1J1aCTMacoBa
MepHTeIHa ThAKMUYKa ¢ BMECTUMOCT 5 ml.

BujoBe ONaKkoBKH:
Bytuiaka ¢ BMecTHMOCT 75 ml cpabpxauia 30 g npax 3a nepopaiHa cycnensus (60 ml cycnedsus).
Byrunka ¢ BMecTHMOCT 125 ml enaspxaitia 50 g npax 3a nepopanya cycnensus (100 ml cycnensns).

IIpHTEeXATE HA Pa3peINeHHETO 3a ynorpeba H NPOH3IBOAHTEA

HOBEJI DAPMA EOQOO/
6yn. ,.bearapusa” Nel(9
Codus 1404, brarapus

J{aTa Ha MoCAeHO Npepasraexgane Ha aucroskaTta: 01.2025 r.




