JHCTOBKA: HHPOPMAIHUA 3A TAIIMEHTA

Ipoguxc® 125 mg/5 ml npax 3a mepopanHa cyCHeH3Hs
Profix® 125 mg/5 ml powder for oral suspension
uednposun (cefprozil)

HpO'IETeTC BHHAMATCAHO NAJIATA JHACTORKA, IPENH A3 3AN0THETE A NPHEMATE TOBA JeKAPCTBO, Toil
K4TO T4 ChILxa BAXKEA 33 Bac aadopManns.

- 3amasere Ta3H JUCTOBKA. Moxe Aa ce HANOAKH Ja A MPOYETETE OTHOBO.

- AX0O HMAaTe HIKAKBY JOITBNHATENHH BLIPOCH, NoMUTaiite Balnis nekap uin dapmaiiepr.

- ToBa nexkapcTsO ¢ npeAlHcaHo JTHYHe Ha Bac. He ro npeorcrenpaiite Ha apyru xopa. To Moxe Iia
HM HABpeH, He3aBHCHMO Ye NIPH3HALNTE Ha TAXHOTO 3a00n9Bane ca chlIMTe KaTo BamuTe.

- AKO TOJyYHTE HAKAKBH HEXKENAHM JICKADCTBEHH peakuuu, ypefoMere Bammusa nekap unm
tapmanesr. ToBa BKIMOYBA M BCHYKH FB3MOXKHH HEXENaHH peakiiiH, HEOMHCAHH B Ta3H NHCTOBKA, BikTe
TOUKa 4.
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1. Kaxso npeacrapassa Ipodukc® 4 3a kakso ce A3M013B4

Mpodurc® cbABPKA AXTHBHOTO BELIECTBO HEPNPO3UN KATO HEPPOINI MOHOXHIPAT.
Mpodurc® 125 mg/5 ml npax 3a nepopaina cycnenzns coabpika 125 mg nednposun B 5 ml ot
[epopaNHaTa CyCieH3uy,

Mpodnkc® e noMycHHTETHYEH, HPOKOCTIEKTbPEH LeQanoCIOpPHHOB aHTHOHOTHK.

Tpodukc® ce wanonasa 3a NeveHne Ha HHMEKINH IPRIMHECHH OT GAKTEPHH, KOHTO €A UyBCTBHTEIHH KbM
nednposun.
Ipodukc® ce W3non3ea 3a NeyeHne Ha:

¢ Hudexuuu HA rOpHUTE JUXATENHY MHTHINA — CHHY3HT, (papHHIUT, TOM3HIHAT;

¢  OCTBEp U CPEieH OTHT;

¢ HMudexuuu Ha JOIHHTE JHXATENHH HTHIIA, RITIOUMTENHO GPOHXHT H NHEBMOHHS;

* HeycnoxHeHH yH)EKIME Ha KOXKATA ¥ MEKUTe TEKaHH — abliecH, A3RH, HHEKTHPAHH paHH,

LEJTyTIUT - IPH Bb3PAcTHH ¥ Aena Hag 13 rogHIIHa Bb3pacT;
* HeycnoxHeHH MHEKUHH HA THKOYHHTE NBTHILA, BKTIOYRALLK OCTB) IIHCTHT.

2. KakBo Tpsa0Bs 1a 3naeTe, npesn ga npuemere popuxc®

He upuemaiire Mpoduxce®
- aKo CTe aIepru4yHH (CBPbXUYBCTBHTENHH) KbM Ue(NpO3MN HIH KbM Hﬂ](O

CBCTAaBKM Ha TOBA NekapeTBo (M3GpoeHH B ToUKa 6);
- aKO CTe aneprHYHY (CBPLXYYBCTBHTENHH) KbM aHTHOMOTHLH OT Kiiaca Ha ueday
(nanp. nedarekcuH).



IpeaynpexaeHHA B NPeANAIHH MEPKH
I'osopere ¢ Bains nekap, npeau fa npuemere [podukc®:
®  aKO CTe aNIEPTHYHH KbM LEehnpo3n/, NeHHIHIHAH, uedanocnopuHy HIIH APYTH IeKApCTBa;
®  aKO IOBPBIUATE HIIH HMATE AHAPHA;
®  axo cTpajaTe WIH cTe AMann 6u0peuo UM YepHOAPOOHO 3ab0maBaHe, KOAHT HIH
CTOMAINHMY OpobJIeMH;
axo By npencron onepaiuy, BKAKOYHTEIHO H CTOMATONOTHYHA ONepaliuy;
aKo cTe OpeMeHHa, NIaHKpPaTe BPEMEHHOCT HIIH KEPMHTE,
ako Bu npezcroar naGopatopun uscneapanus, Toii kato [podukc® Moxe aa € mpuunHa 3a
MPOMSHA B Pe3yNTATHTE HAa HAKOU TECTORE,

Apyrn aexapersa n [Mpopnxc®
Tpabea na xaxere Ha Bamus nexap Ann gapmanest, ako MpHeMaTe, HACKOPO CTE MPHEMANH WiIH €
BB3MOXKHO J1a IPHEMATe JPYTH eKapCeTBa.

Wadopmapaiite Bauyg nexap, ako npHeMare:
® Apyrd aHTHOHOTHLIH HANPHMED - AMAKALHH, FTEHTAMHULHH, KAHAMHLHH, HEOMHULIUH,
IapOMOMMIIKH, CTPEITOMAUHH, TOOPaMHLIHH;
OTBOJHABALHM NIEKapCTRA (AMYPETHLIH);
BHTaMHHH;
¢ [POTHBOCHCHPBALIM CPelCTEA (AHTHKYATOIAHTH),

Ipoduxc® ¢ Xpana, HADETKH H AJIKOX0J
[TpremMsT Ha XpaHa He NOBAHABA AciicTBueTo Ha [poduxc®.
IMpoduxc® Moxe a ce npuema che Wik Ge3 Xpana,

BpemennecT, KbpMeHe H (e pTHAHTET
Axo cTe 6peMeHHa MIIH KBPMHTE, CMATATe, 4e MOXe fa cTe OpeMeHHa WiH ITaHHpaTe GpeMenHocT,
nocsseTRaiTe ce ¢ Bamug nexap unu GapMauest npean ynorpebara Ha TOBA JIEKAPCTRO,

BpemenHocT
Jleuerne ¢ INpoduxc® no BpeMe Ha GpeMeHHOCT MOXE Ia C€ IPHIIOKH CaMO B CIyJaHTe, koraTo Bamms
JeKap € NPeLeHHT, 4e € HATOKKHTETHO.

Bawus nexap me npeleny Moi3uTe H puckoreTe 3a Bac u Bameto Gebe.

Knpmeng
Jeuenuero Ha kbpmenry xeuu ¢ [Ipodukc® Tpabra aa ce npoBexa ¢ NOBHIIEHO BHHMAHHE.
Llednposnn Moxe fa MpeMHHe B KbpMaTa H A2 HaBpeau Ha Baiero Gebe.

Ilojpupane u padora ¢ MAIIHAK

Vnorpebara na [podukc® Moxe fa e npuuMHa 3a NOABA HA YMOpA WM 3aMasHOCT.

AKO ce qyBCcTBaTe Taka, He modupaiite, He H3NON3BaHTEe HHKAKBA HHCTPYMEHTH HJTH MAIUTWHH,
Orpaanqere ankOXOJIHHTE HATIATKY.

Ipoduxc® cuanpmxa:
¢ 3axapo3a — MOXe [1a YBpeaH 350HTE;
¢ AcnapraM - H3TOYHHK Ha (peHUNATaHHH H MOXE 1 € BPesieH 32 Xopa ¢ PEHUIKETOHY
* Maxporoirisuepoa XHAPOKCHCTeapaT — MOXKe 13 IIPHMHHM CTOMAIIHO PAsCTpoiic




3. Kax xa npremare Ipodarc®

Bunarn npuemalite T0Ba JIeKaPCTBO TOYHO KaKkTO B e kasan Bamust nexap. AKO HE CTe CHTYPHH B HELIo

nonuTalite Bamug nexap wnn gapMaiesT.

Tipoduxc® nepopanta cycnensus e moaXOIAI 3a ynotpeba NpH Jela Ha BE3pacT oT 6 Mecena Ao 12
FOJIMHY, 38 ICYCHHE HA HHEKIUA IPHIHHEHH OT UyBCTBHTENHH KbM Uedrpozun Gaxrepun,
OGuuafinara nHeBHaTa fo3a [Tpoduxc® 3asucH oT Buaa Ha GakTepuannaTa HEGEKIMA:

Br3pacmnu u deya nad 12 zodutiu

Hudexnna Ha TOpAHTE AHXATEIHE THTHILA

DQapHHTHTH, TOH3WINTH 500 mg Ha 24 yaca

CuRysHT 500 mg uHa 12 gaca unm
250 mg Ha 12 uaca

(I1pu yMepeHa 1o Texxka uadekins 500 mg Ha 12 gaca

TpAGBa 1a ce M3MON3RA MO-BHCOKA

no3a)

HAadexnan Ha JOMHNTe JHXATEHH ObTHIIA

Bropuunn 6akTepHalTHi WHEKUHH HA 500 mg Ha 12 gaca
OpOHXHTE ¥ XPOHMYHA GPOHXHTH

Hajexkunn HA KOXKATA A MEKHTE THKAHR
HeycnoxkHeHH HHOEKIHM HA KOKATA H 250 mg ua 12 yaca
MEKHTE ThKaHH 500 mg Ha 24 qaca AnH

500 mg na 12 yaca

Heycnoxnaenn uadeKRAR B3 THKOTHHTe 500 mg Ha 24 vaca
NLTAOIA

Heva om 2 90 12 2odumuna sv3pacm
Huadeknun HA rOPHATE JHXATETHH NBTRINAY*

DapUHIHTH, TOH3HITHTH 7,5mg /kg na 12 vaca
HAPekuHA HA KOKRATA H MEKHTE THKAHH *¥

HeycnoxaeHH nndeKUIKN HA KOXKATA H 20 mg/kg na 24 4aca
MEKHTE ThKAHH

Bebemg u deya fom 6 Meceya do 12 200ummna 8w»3pacni)

Hadexrnun Ha ropHATE AHXATE/IHH ABTHINA**

CpeneH oTHT 15 mg/kg Ha 24 uaca

10 nuu*

10 nun

10 gpu

10 aum

10 aun

10* nun

10 peu




Cunyaur 7,5 mg /kg Ha 12 yaca 10 gumr
(TTpu ymepeHa 10 Texxa uudexups 15 mg/kg na 12 qaca

TpAGBa a ce H3MON3BA MO-BUCOKA

A038a)

* - nedennero Ha nudeUNH IPHIEEHH oT Streptococcus pyogenes ¢ Tpotukc® TpaGea Aa TPOTBMKE

noue 10 gHu
** . na He ce MpeBHINABA MPENOPBYHTENHA 1033 IPH EEIPACTHH
HpoasmkHTENHOCTTA Ha IeYeHHETO € 0T 7 Ao 10 aum.

BezonacuoctTa 1 eextusHOCTT2 Ha [Ipothuxc® npH fema mon 6 MeceyHa BEIPACT HE e ycTaHOBEHa,
3a BB3pacTHH ¥ Neua HaA 12 roAHHA € NoOXoALo H3noaBanero Ha [Tpodukc® Tabrerku.
OmuTeaiite ce na npuemare Ipodukc® 0o exuo ¥ CHIIO BpeMe BCeKH JeH.

ITpuemsT Ha [Tpodmxc® He 3aBHCH OT NpHeMa Ra Xpaua.

Yka3aHusd 38 MPHroTBAHE HA NEPOPANHATA CYCNeH3IAN
o OtBOpere GyTHikaTa
¢ JloGaBere npepapena 1 oXaaneHa BOAR, IPHOIH3HTENHO 10 NONOBHHATA Ha GyTHIKATA
 3arsopere GyTHIKaTa H paskiaTtere 4O Pa3TBAPSHE Ha IIPaxa 3a NepOpATHA CyCIEHINs
* Hsuakalite HaKonKo MEHYTH, fo6aBeTe BoJa 10 MAPKKPOBKATA H OTHOBO PAsKNATETe eHEPrUYHO

IparoTsenata 0 TO3H HATHH CYCHeH3NS TPAGBA 1A ce CHXPAHABA B XIAAHAHRK H HM2 CPOK Ha
rogaoct 14 nam,
BMecTEMOCT HA MEPHTETHATA JbKETKE — 5 ml cycnensus.

AKo cTe npHe;n NoBeve oT HeoGxoanmaTa A03a [Ipodaxc®
Axo cre nipHenu noeeye oT HeoGxoauMara Aosa Mpodurce® HezaGasro ce cebpkere ¢ Bamns nexap.

Ako cTe¢ nponycaanu ga npaemete lpoduxc®

Axo c1e npomycHany Aa npremere [Tpodukc®, Biemere o6uualinara 103a BeiHAra MoOM c& CETHTE, OCBEH
ak0 He € MHOro Onu3o no cnepsamiata go3a. AKo TOBa Cé CIydd, DPOMYCHETE NpHeMa H B3EMere
ciaepBaiaTa n1o3a, KaTe ClieaBaTe peAnHcaHoTo Bu neuenue.

He B3emaiite npoiina n03a, 3a 13 KOMIEHCHpPATe MPONYCHATATA 034,

Axo cTe cupeau uprema ga Ipopurc®

He cnupaiite nedenneTo mpean Aa cTe 3aBBPIIMAN MBAHAS Kype Ha JICHEHHE, HE3ABHCHMO, Y€ CTe ce
HOYyBCTBANH N0-K00pe. BH3MOXKHO ¢ HAKOH OT CHMIITOMHTE Ja C& [POABAT OTHOBO.

AKo HMaTe HAKAaKBM IOTBIHMTEIHM BBIPOCH, CBBP3aHH ¢ ynoTpe0aTa Ha To3a JIEKAPCTBO, MONS
nonuTaire Bainna nexap unu gapmanepr.

4. Bb3MOXKHE HeXKeJaHU Peaknuu

KaxTo BcHuku JICKapCTBa, TOBA JIEKAPCTBO MOXKE J1a TPEH3BHKA HEKENAHM PEaKIMH, BRIIPEKH Y& He
BCEKH I'H NIOJIYYaBa.

B tasu nHCTOBKA, KOTATO HEXENAHUTE PEAKIHH Ca OMMCAHH KATO , Yecmu ”, TOBa 03HaY
cb0o01aBanH npk noseye ot 1 Ha Beekw 100 mauueHTa, HO IPH NO-MaNKo OT | Ha Bee




Korato HexeNnaHuTe peakiiy ¢a ONHCaHH KaTo ,, Hevecmu ”, TOBA O3HAYABA, Y€ TE ca ChoOMapany npu
noseye oT 1 Ha Beekn 1 000 naumenTa, Ho pu no-Manko ot 1 Ha Beeky 100 naumnenTa.

Koraro nexeNnaHuTe peakini ca ONHCAHH KATO ,, pedxy”, TOB4 O3HAYABE, Y€ Te Ca CLoGmaBanu npu
noseye ot 1 Ha Beekn 10 000 manuenTa, HO mMo-paAKo ot } Ha BeekH 1 000 nauueHTa.

Korarto HexenaHHTe peaxuiH ca OMUCAHM KATO ,, MHO20 pedxt”, TOBA 03HAYABA, e Te Ca ChobIIaBaty
npy no-Manko ot 1 va scexu 10 000 nanpexra.

Hecmu: MudeKLMA ¢ HEHYBCTBHTENHH KbM aHTHOHOTHKA MUKPOOPTaHH3MY, MEGHYHA MH(EKIHsA HA
BIIAraNHIIeTo, CBETOBBPTEK, YBEHYCHHE Ha O/IHTe KPLBHH KNSTKH B KPBBTa, GOMKH B KOpEMa, JHapHs,
razieHe, NOBPBILAHE, 3aBHILEHH PE3YNTATH OT TAGOPATOPHH TECTOBE 3 H3C/ISABAHE HA HepHONPOOHATA

PyHKUHS

Hevwecmu: naManeH Opoii Geny KPBBHE KJIETKH, 06bpKBane, Ge3ch3HaHNe, CHHIMBOCT, HEPBHOCT,
raaso6oinne, 06pHB, YPTHKAPHA (KOTIPHBHA TPECKa)

Pedxu: Hamanen 6polf KpBBHY NTIOYKH (TPOMOOLMTH), 3aTPYAHEHO CLCHPBAHE HA KPLBTA, AHTHOSKEM
(OTOK HA NMHIETO, KIENAYHTE, e3HKa, TBPIIOTO), KOMHT (BIIOYATEHO NCEBA0MEMOPAHO3aEH),
NOKBATABAHE HA KOXKATA ¥ CKIEPHUTE, TEXKH KOXKHH peakiyH ¢ o6pa3yBaHe Ha MeXypH 110 KOXKAaTa H
JIHraBMiETe, FTeHUTAIEH ChpOeik, MOBHIIEHa TeMIepaTypa

AKO TTOAYYHTE HAKAKBH HEXENAHW JIEKAPCTBEHH peakuuH, ysegomere Bawus nekap wiu Qapmauesrt.
ToBa BKiIIOUBa BCHYKH EE3MOXKHH, HEOMACAHH B TA3# THCTOBKA HEXENaHH PEaKI|H.

CrobuiaBane Ha HeXeIAHH PeaKHHK

AKO NONy4HTe HAKAKBH HEXENAHH PEakiuK, ypenomere Baums nexap wm dapmanest. Tosa BKIOYBE
BCHYKK BE3MOXKHH, HEOIMCAHH B T3y JTHCTOBKA HEXENaHH peakuuu. MoxeTe ¢hllo fa choGIIHTE
HEXE/IAHW PeaKLUHH JHPEKTHO upes:

MamenHaTenHa areHIma no Aexapersara (FATD):

ya. ,Jlamaa I'pyes™ Ne 8

rp. Codus 1303,

Tem. +359 2 8903417

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

Karo crofiarare HexenaHu peakilii, MOXKETE Aa JafieTe CBOA MPHHOC 33 MONYYaBaHE Ha [IOBEYE
uH(popMaUHs OTHOCHO Ge30MacHOCTTa Ha TOBA IEKAPCTEO.

5.  Kax na chxpauspate Ipodakc®

Jla ce cbXpaHsiBa Ha MACTO, HEOCTHIHO 3a JeUa.
Ha ce cexpaHABa B OPUrHHANHATA ONAKOBKA.
Ja ce chxpansBa NIpH TeMnepatypa noa 25°C.

He u3nonssaiite ToBa JIeKapCTBO CIICH CPOXA HA FOAHOCT, orbenazan BBpPXY KapTOHCHATA ONIaKOBKA.
CpOK'bT Ha FOAHOCT OTTOBApA HA NOCACAHUSA AE€H OT MOCOYESHHS MECELL,

Cpok Ha roHoCT cneq pasTeapade - 14 quu.
Cnexn pasrapsiHe Aa ce cHXpaHABA B XJIAAMIHHK TIPH TeMnepaTypa ot 2° - 8°C.

He n3xenpnsiite nekapcTeata B KaHATH3ALMATA WY B KOHTeHHepa 3a AOMANIHH OTIANBLH,
[lonutafite Bawmsa dapManesT kak Aa U3XBEPIATE NeKAPCTBATA, KOHTO BEYe HE H3MOI3
1€ CIOMOTHAT 32 Ona3BaHe Ha OKOJIHATA Cpefa.




6. Coabpkanne HA ONAKOBKATA H AOMLIHHTENHA AHQOPManES

Kakso cuanpaxa Ipoduxc®

- AKTHEHOTO BELIECTRO €: uehnposHn

- Jpyrare ChCTaBKH ca: MHKPOKPHCTATHA LIENYN03a, KapMeno3a HaTpHi, KpOCIOBHIOH,
MaKpOTOATHUEPON XHAPOKCHCTEAapaT, 3aXap03a, MNMLMH, acnapraM, Ge3800Ha AUMOHEHA KHCEYHA,
Ge3BoneH KOIORAEH CUIHLHEB AUOKCHA, HATPHEB GSH30AT, HATPHEB XJIOPHI, ApOMaT (6anan),
nogobpHTen Ha BKyca.

Kax naraexna Ilpoduxe® 1 Kakpo cLaLpRa 0NAKOBKATA

Hpoduxc® 125 mg/5 ml npax 3a nepopanHa CycneH3uA € KbITEHAKABO-GA npax.
Beska onakoska chabpika cTbkneHa GyTHIIK, ¢ KeXnuGapeH UBAT, ¢ KANayka Ha BUHT H TIaCTMAacoBa
MEDHTENHA MBXKUYKA ¢ BMECTHMOCT 5 mk.

Bunose onakoBrHu:

Byrunka ¢ smectumoct 75 ml ceappxama 30 g npax 3a nepopanta cycrnensus ( 60 ml cycnensus),
Bytiaka ¢ BMecTumocT 125 ml cexppakaina 50 g npax 3a nepopaina cycnensus (100 mi cycnenzus).

IlpuTesxaTen Ha pa3pellleHHETO 32 YNOTPeGa H NPOHIBOANTEN
HOBEJI ®APMA EQON

OKOnoBpBCTEH THT Ne 36
Cotus 1415, Benrapus

JaTa Ha NOCJIeAHO MpepasTiekaane ua aacroskara: 04.2022 r.




