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Fredalix 267 mg film-coated tablets s
Fredalix 801 mg film-coated tablets
nupdeHuoH (pirfenidone)

[IpoueTeTe BHEMATEIHO IAJIATA JHCTOBKA, IPE/IH /1a 3aM04HETE 12 IPHEMATE TOBA JI€KapCTBO, ThH
KATO TH ChAbPKa BaxkHa 3a Bac uadopmanus.

® 3ana3ere Ta3u JUCTOBKA. Moxke 1a ce HaJI0XKH Ja A MPOo4Y€TETE OTHORO.

® A KO MMaTe HSAKAKBHU JOIMbJIHMTETHH BHIIPOCH, NonuTaiTe Bamus nekap uiu gpapManesT.

s ToBa JlekapcTBO € MpeanucaHo JMuHo Ha Bac. He ro NpeoTCThIBaiTE Ha ApYrH Xopa. To MoXxe 1a UM
HaBpe/IY, He3aBUCHMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3a00J/1BaHe ca ChIUTe Kato Bawure.

® AKO MOJTy4YHTE HAKAKBH HEXEJIaHH JIEKAPCTBCHH PEAKLIMH, yBE/IOMETE Bawus nekap wid papManeBT.
ToRa BK/IIOYBA ¥ BCHYKH BB3MOXKHH HEXXeTaHH PEeaKllMH, HEOTIMCAaHH B Ta3H JIMCTOBKA. Binkre Touka
4,

KakBo chABbpxka Ta3H JHCTOBKA

1. KakBo npencrasissa Openanvke M 3a KaKBO C€ M3II0JI3Ba

2. KakBo Tpsa6Ba 1a 3Haete, npeau Aa npuemere Opeaamke

3. Kak na npuemate Openanukc

4. Bp3MOXXHHM HEXE1aHH peaKLIu1

5. Kak na cexpansBare @penanukce

6. Cbabp)kaHHe Ha OMAKOBKAaTa M JONbJIHUTEIHA HHPOPMALIHA

KaxBo npeacraBisiBa ®peaajuKCe H 3a KAKBO Ce H3M0/13B2

dpeaauKe ChIbPKa AKTHBHO BELIECTBO MUPGEHHUIOH H CE M3MO0JI3Ba 32 JICHCHHE HA HAHONAaTHHA
6enoapobna pudposa (MbD) npu BE3paCTHH.

WMnuonaruunata 6enoapobHa ¢pubposa e 3a6onsBaHe, NpH KOETO ThKAHUTE B OennTe apoboBe OTHYAT M C
BPEMETO BBbPXY TAX OCTaBar Oesie3u, KOeTo NpasH IBIOOKOTO AWIIaHE TPyAHO. ToBa 3aTpyaHsBa
MpaBUIHATa JEWHOCT Ha OenuTe ApoboBe. Ppeaalnuke nomara 3a HaMajliBaHE Ha Oene3uTe U OTOKA B OenuTe

npo6oBe, KOETO Momara 3a ro-100poTo AUIIaHE.
KakBo Tps6Ba aa 3HaeTe, pen 1a npuemMere ©penaiuxc

He npuemaiite ®penaankc

. aKO CTe aJIePrU4HH KbM MUPGEHUIOH WK KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA
nexapcTBo (M36poeHH B ToUKa 6)

* aKo CTe TOTy4aBaIH M0-PaHO aHTMOEIEM NpH YNoTpeba Ha MUPHEHH/IOH, BKITIOYUTEITHO
CHMITTOMH KaTO OTOK Ha JIMIIETO, YCTHUTE W/WIH €31Ka, KOUTO MOoraT ia Ob/1aT CBbp3aHH ChC
3aTPyAHEHO JHULLIAHE WM XPUIIOBE

3 aKo NpUeMare JIEKapcTBO, HapedeHO (TyBOKCAMUH (M3MO0JI3BAHO 3a JIEYEHHE Ha JICNPECHA U
00cecHBHO-KOMITYJICMBHO pascTpoicTBo [OKP])




® aKO MMaTe YepHOAPOOHO 3ab0NABaHe, KOETO € TEXKKO WIH B KpacH CTA UM
° aK0 MMaTe 6E6peyHo 3a60IABaHE, KOETO € TEXKO W B KPaeH CTalluH ¥ H3UCKBA IMATH3A.

AKO MMATe HAKOE OT FrOpeNOCOYEHHUTE ChCTOAHHSA, HE MPUEMaHTe dpeganukc. AKO HE CTE CUTYPHH,
nonuTaiiTe Bawuums nekap wix papMaLesT.

IlpenynpexaeHns H NpeJna3nE MEPKH
[oBopere ¢ Balna nexap Wiy ¢papMalesT NPEaH Ja NPHEMETE Dpeaanuke

° B13MOXKHO € 12 CTAHETe fO-4yBCTBHTEIHU KbM CITBHYEBA CBETINHA (PEaKiiua Ha
(hOTOUYBCTBUTEJHOCT), KOTaTo NpHemare dpeanuxkc. H36areaifte CITEHUETO ( BIJIFOUHTEIHO
KBApLIOBM NaMMH), Jokato npHemate Ppepamikc. M3no3sanTe CTbHLEIAUMTEH KPEM
eKEAHEBHO W NOKPHBAHTE PBLETE, KPaKaTa v INIaBaTa CH, 3a 1a HAMAIMTE H31araHeTo Ha
CITLHYEBA CBETIHHA (BK. TOUKA 4: BHL3MOXKHH HEXETaHH PEaKLMH).

o He Tpsa6Ba Aa npHeMaTe ApYTH JIEKApCTBa KATO TETPALIMKIIMHOBH aHTUOMOTHLM (Hanp.
OKCHUMKIHMH), KOWTO MOFaT fia yBeJIM4aT YyBCTBHTENHOCTTA By KbM CITbHYEBA CBET/IHHA.

o Tpsabpa aa chobLMTE Ha Balms nexap, ako uMate 6p0peuHH NpobIIEMH.
° Tpa6sa na chobLuuTe Ha Bainns nexap, ako HMATe OT JIKH 10 YMEPEHH YepHOApOOHH
nmpoOJIEMH.

® Tpabsa ja cripeTe MyLICHETO MPEAM H MO BPEME Ha JISHCHHETO C Mdpeganukc. TIOTIOHOMYILEHETO
MOXKe J1a HaMai eekTa Ha Ppeaaukc.

° dpenanvkc MoXe 1a NMpeAu3BHKa 3aMaiiBaHe W yMopa. bhaeTe BHUMATE/IHH, aKO TpsOBa na
B3EMAaTe YYacTHE B JEHHOCTH, KBAETO C€ U3UCKBA H3OCTPEHO BHUMAHHE H no6pa KoopaANHALIMAL.

® dpenanuKe MOXKe [a NpHUMHHM 3aryba Ha Teryio. Balumat jiekap e CCn TeroTo Bu, poxato
MpHeMAaTe TOBA JIEKAPCTBO.

® CpobLiasa ce 3a cHHApoM Ha CTuBBHC-/KOHCHH, TOKCHYHA €NHAepMaliHa HCKPOnW3a 1
IEKapCTBEHA PEaKLHs C €O3HHOGUIHA H CHCTEMHH CMMITTOMH (drug reaction with eosinophilia
and systemic symptoms (DRESS)) BbB Bpb3ka C JIEYEHHE C dpenanuke. Cnpere ynorpebara Ha
dpenanukc U NOTHpceTe He3abaBHO MENUUMHCKA TIOMOLIL, aKO 3abesIeXXMTE HAKOM OT
CHMMITTOMMTE, CBbP3aHH C TE3H CEPHO3HH KOXKHH peaKliMH, ONIMCaHH B TOHKA 4,

dpealuKe MOXKE 12 PHYMHU CEPUO3HU NPOOIEMH ¢ YEPHMA apo6 ¥ HAKOM CIIy4au ca 6WwiM (aTaaHu.
[lpenu aa 3anmouHeTe npuemMa Ha PpelanHke, TpsAOBa Ja CH HAaNpaBHTE KPbBHH M3CNEABAHHA, KAKTO U
exEMECEUHO Ipe3 MbPBHTE 6 Mecella, ClIEA KOETO Ha BCEKHM 3 MeCeNa, 10KaTO NPpHEMATE JIEkapCTBOTO. Taka
e ce MpoBepABa AanH YepHHs Bu Apob gyHKUMOHKPA NPaBHTHO. BaxxHo € Ja npaBUTE T€3HU pedOBHH
KPbLBHHM M3CeaBaHus, A0KaTo npueMare Ppenanmke.

ena 1 HOILIH
He nasaiire dpenanuke Ha Aelia U IOHOLLH Ha Bb3pacT noj 18 roanHH.

llpyrn aekapcrsa H ©peaTnke
Undopmupaiite Bawns ekap win dpapMauesT, ako pUeMaTe, HaCKopo CTE MpUEMay Wi © BBH3MOKHO J1a

IpHeMaTe ApyrH JIEKapCTBa.

ToBa e 0coBeHO BaXkHO, aKO CTE MPHEMAJIH CNIEJHUTE JIEKapCTBa, ThH KaTO T€ MOrat [a NpOMEHAT edeKTa Ha
Openanukc.

JlekapcTBa, KOMTO € Bb3MOXKHO J1a yBeInyaT HEXKETAaHNTE peaklivyi Ha dpenanukce:




® eHOKCaLMH (BH AHTUOHOTHK)

® uunpodaoxcauys (BHA aHTHOMOTHK)

® aMHOAApOH (M3MOI3BaH 3a NeUCHHE Ha HAKOM BUAOBE ChPICHHH 3abonaBaHms)

® nponadeHoH (M3MOJI3BaH 32 Je4YE¢HHE Ha HAKOW BUIOBE ChPACHHH 3a00n9BaHNAN)

¢ hayBOKCaMMH (M3MON3BaH 32 JICYCHHE HA ACTIPECHA H 06cecHBHO-KOMITYJICHBHO Pa3CTPOHCTBO
(OKP)).

JlexapcTBa, KOMTO € Bh3MOMXKHO A3 HAMAIAT ACHCTBUETO HA dpenanukc:

® oMeTIpa3os (M3MON3BaH 34 JIEYEHUE Ha ChbCTOSHMA KaTO JIOIIO XPaHOCMHIIAHE, racTpoe3odarealiHa
pedaykcHa 0os1ecT)

® puGaMIHIAH (BU AHTHOHOTHK).

IIpuem Ha PpegaaaKc ¢ XpaHa H HANHTKHA
He nuiire cox oT rpeiindpyT, AOKATO NPHEMATE TOBA JICKAPCTBO. CoKBT OT rpeiinpyT MOXE Aa NONMPEYH Ha

aeicTBHeTO Ha Dpenanke.

BpeMeHHOCT H KbpMeEHe
Karto npeanazHa MApKa € 3a npearnoynTaHe 1a ce u3bsrea ynorpebara Ha Dpefanykce, ako cre OpeMeHHa,
[1aHupaTe OPEMEHHOCT HITH CMATATE, Y€ MOXE /1a CTe GpeMeHHa, Thit KATO BL3IMOXKHMTE PHCKOBE 34 M0/

HE€ Cd H3BECTHH.

AKO KbpMUTE WU TJIAHUPATE [a KbPMHTE, TOBOPETE C Baius nekap win ¢dapMateBT, Mpeand Aa IPHEMETS
Openanukc. Thil kaTo He © M3BECTHO Aani PpeaanyKe NpeMHHABA B KbpMara, BawuaT nekap we o0ChaH
PHCKOBETE M MOJI3UTE OT MPHEMa Ha TOBA JIEKapCTBO, I0KATO KbPMHUTE, aKO TaKa pelInTe.

Illogupane n pabora ¢ MAIIHHE
He wodupaiite 0 He paboTeTe C MAIIMHH, aKO Ce YyBCTBATE 3aMasiHH WIH yMOPCHH CIIE]] TIPHEM Ha

Openanuxc.
@peaaTnKke cbAbpKa HATPHHA

dpeaauKe ChAbpkKa No-Manko ot | mmol Harpui (23 mg) Ha ¢unMHUpaHa TabneTka, T.e. MOXKE a €€ KaKe,
ye NPaKTHYECKH HE ChAbPIKA HATPHH.

Kak 1a npaemaTe ©peaaHKC

Jleyennero ¢ Openannke TpaOBa aa Ce 3aMOUHE ¥ MPOCAEAABA OT NEKAp CIICLHAIIMCT, KOHTO HMa OIUT B
MATHOCTHLMPAHETO Y JIEUEHHETO Ha uaMonaTyHa 6enoapooHa dubpo3a.

BuHaru npuemaiite TOBa JieKapcTBO TOYHO KaKTO Bu e kazan BamuaT nekap uiad papmaieBT. AKO He CTe
CMI'YPHH B Hello, nonuTaiite Bauius nekap win gapMalesT.

Baitiero texapcTBO 0OMKHOBEHO Lii¢ BM ce faBa ¢ HapacTBaIUM AO3M, KAKTO CACABA.

® 3a rpBUTE 7 AHM NpueMaiite 1032 oT 267 mg (1 >xbiTa tabneTka), 3 MbTH JHEBHO € XpaHa
(o6wmo 801 mg/nen)

® oT neH 8 10 14 npuemaitTe 103a OT 534 mg (2 *KBJITH TabNETKH), 3 IMHTH IHEBHO C XpaHa (obwo |
602 mg/nen)

® oT meH 15 HaTaThK (MOANbPIKALLO NeyeHne), npuemaiite 103a oT 801 mg (3 sxBaTH TabneTKH WK

| TBMHO pO30Ba TabneTKa), 3 MbTH AHEBHO ¢ XpaHa (obuio 2 403 mg/aeH).




[penopbYHTENHATA NOAABbPXKAIIA AHEBHA n03a Opeaanuxc e 801 mg (3 xenTH TabNeTKH WM 1 TBMHO
po3oea TabsieTKa) TPH ITLTH Ha [CH C XpaHa, o610 2403 mg/aeH.

[wiaTaiiTe TabaeTKHTE LIETH ¢ BOAA N0 BPEME HA WM CNIe] XpaHEHe, 3a 1a HaMaJINTe PUCKa OT HEXETaHU
PEAKLMK KATO rajieHe (HepasnoIoKeHHE) U 3amaiBaHe. AKO CHMIITOMHUTE NPOXBIDKAT, [I0CETETE Bawuns

nexap.

HamaasaHe HA 103aTa NOPAJH HEXKeEJIAHH PeAKIHH

BaluysT nekap MOxke a HaMali fo3aTa BM, ako NOJyuHTe He)KeNTaHH PEAaKLIMK KaTo CTOMAILHH npobnemu,
KOKHH PEaKLMH KbM CITBHUYEBA CBET/IMHA WK KBapLIOBH JIaMITH, WIH Ce HabM01aBaT 3HAYUMHU H3MEHEHHA B
yepHOAPOOHHTE BU eHIUMH.

AKO cTe npHeJN noseye 0T Heo6xo1HMATA 1032 Ppenaanke
CebpikeTe ce HesabapHo ¢ Baiins nekap, ¢papMaieBT WiH CNEIIHOTO OTAC/ICHHE Ha Hait-O1u3Kara 6onHHLa,
aKO CTe TpHEH Noseue TabneTku oT HeoOX0IUMOTO, M B3eMETe JIeKapcTBOTO ¢ Bac,

AKO ¢Te mpomycHanH Ja npuemMere @penannke

AKO CTe MPOIyCHAH Ja IPUEMETE 103aTa, BIEMETE Al BEIHAra oM cH crioMHuTe. He aemaiire ABOMHA
n03a, 32 1a KOMIIEHCHpaTe MporycHaTara. Mexkay oTAeNHATE 1034 TpsOBa 1a HMa Hal-MaJiko 3-4acoB
unTepBat. He npuemaiite noeue TabneTky 3a JeHs, OTKOIKOTO ca By npeanycany KaTo JHEBHA 103a.

AKo cTe cupesa npueMa Ha Pperanukc
B Hskou cnyyan Bawuat nexap moxe fa Bu nocneeTBa aa cripete nprHema Ha Qpeanukc. AKO 1O HiAKaKBa

MPHYHHA CTe CTIpeu npuemMa Ha PpeJanuKe 3a noBeye OT 14 nocneaoBaTeTHU AHH, Bamuar 1exap e
3aMOYHE JieYEHHETO OTHAYA10 € A03a oT 267 mg 3 mbTH Ha J€H, KATO NMOCTENEeHHO WIE YBEIHYaBa 103aTa 10
801 mg 3 NbTH AHEBHO.

AKO MMATe HAKAKBH AOIBIHUTENHH BBEIIPOCH, CBBP3aHH ¢ yrorpedara Ha TOBA N€KapCTBO, MOMUTaHTE
Baius nekap WiK $hapMaleBT.

4. Bb3MOXKHH HeXXeJTaHH PeaKIHA
KakTo BCHYKH IEKAPCTBA, TOBA MIEKAPCTBO MOJKE 1a NMpelH3BUKA HEXENaHH PEAKUMH, BHIIPEKH HE HE BCCKH

ry MOIy4aBa.

Cnpete npuema Ha Opepannke U HezabaBHO NOTBPCETE MEAHLIMHCKA NMOMOIL, aKO 3a0eJIeXUTE HAKOH OT
CHAEIHUTE CHMIITOMHU WK NIPHU3HALH

® OTOK Ha JIMLETO, YCTHUTE WM €3HKa, ChpOeX, YPTHKApHA, 3aTPYAHEHO JULUAHE WIH XPHIOBE,
WM MPUIABAHE, KOUTO €a MPU3HALM 32 AHTHOENIEM, TEXKKA ANepruyHa peakiins Wi
aHa(HIaKcus.

® [TOyCEITSBAHE HA OUMTE WM KOMATA, WIM ThMHA YPHHA, EBEHTYHO CHITbTCTBAHM OT ChpOex Mo

KowKaTa, 6ONIKA B rOPHATA YACT HA KOopeMHata o0JacT (abaoMHHaTHA obnact), 3ary0a Ha areTHT,
KbpBeHEe WK HACHHABAHE, MO-TIECHO OT OOMKHOBEHO, WIH aKO C€ MyBCTBaTe yMOpeHU. ToBa
MOraT Ja 6bAaT MpU3HALM 3a OTKIIOHEHHA B YepHOAPOOHHTE (QyHKIMOHATHH NOKa3aTe/H B MOXe
[1a yKa3BaT YepHOAPOGHO YBpEex/JaHe, KOETO € HeuecTa HeXkeNlaHa peakums Ha Dpejavike.

® YepBeHHKABH, TUIOCKH KPBIJIM TIETHA [10 TOPCa, YeCTO C MEXYypPUeTa B LieHTbpa, OeneHe Ha
KOXKAT4, A3BH B YCTATA, MBPJIOTO, HOCA, MOJIOBUTE OPraH¥ M OMMTE. Te3H CepHO3HH KOXKHH
oGpHBH MOXKE J1a ce MPEIXOAAAT OT [OBHUILEHA TEMIEPATYpa U TPHIIOTNION00HH CHMITTO




CHHApOM Ha CTHBBHC-/[PKOHCBH MITM TOKCHYHA EMHIEPMANHA HEKPOJIH3A.

° [1Inpoko pasmpocTpaHeH Mo TANOTO OOPUB, BUCOKA TEIECHA TEMIEPATYPa H YBE/IMUEHH THMpHH
sba (DRESS cHHApPOM WM CHHAPOM Ha JIEKAPCTBEHA CBPLXUYYBCTBHTEHOCT).

JpYru HexeNaHH peaKnHH MOTAT A4 BKJAOYMBAT
[loBopete ¢ Bawuus nexap, ako NOJTyYHTE HAKAKBH HEXENAHH PEaKLUH.

MHOro 4ecTH HeKeJAHH peaknuu (MoXke Ja 3acersar nose4e ot 1 Ha 10 gyum):

MHGEKLIAK Ha MbPIIOTO WIH Ha IMXATENHHUTE ITbTHLIA KbM OeNHTe IpoOOBE W/HIH CHHY3HT
MO3HUBH 3a NMOBpBLIaHe (raacHe)

CTOMALIHU NpoOJieMH, HAIPHUMEP KMCETHHEH peduTyKC, MTOBPBILIAHE K YCEIllaHe 3a 3aneK
AUApUS

HapyLIEHO XPaHOCMU/IAHE HWIH CTOMALIHO pa3CTPOHCTBO

3aryba Ha Tersno

HAMAJICH aneTUT

NpoOIeMH CbC ChHA

yMopa

3aMaiBaHe

rnapofonue

3ayX

Kauwna

OONKH B CTaBHTE.

YecTH Hexeaanu peaknnn (Moxke Ja 3acersar Ao 1 1a 10 gywn):

. HHPEKLIHH HA THKOYHUA MEXYP

. CBHHJIHBOCT

. MpOoMsAHA Ha BKyca

. rOpeLlH BbJIHU

. CTOMALIHM MMpo6IeMH, HANIPUMEpP YyBCTBO 3a NOAYBaHe, KopeMHa 6oyka U IMCKOMGOPT, KHCETHHH H

OTACASHE HA ra3oBe

BbIMOXKHO € KPbBHHTE M3C/IEBAHMS Aa NOKAKAT MOBULIEHH HMBA Ha YePHOAPOOHH CH3HMH
KOXKHH peaKUHH Clie/] H3/laraHe Ha CITbHLE WIH yrnoTtpeda Ha yJITpaBHOJICTOBH JIaMITH

KOXHH npobneMu KaTo ChpOex Ha KoXaTa, 3a4epBABaHE Ha KOXKaTa, CyXa Ko)Ka, KOXeH oOpUB
OO0JIKM B MYCKYJIUTE

YYBCTBO 3a cJ1abOCT WIH 0TNAaHANOCT

Oonka B rbpauTe

CITEHUYEBO H3rapsHe.

HeuecTH nexeJaHH peaknuu (Moxe Aa 3acersar 10 | Ha 100 ayuiu):

° HUCKH HWBa Ha HATPHIi B KpBBTa. TOBa MOXKE 1a NPUYMHH [J1aBOOONHE, 3aMaiiBaHe, OOBPKAHOCT,
¢J1abOCT, MyCKYJIHHM CTIA3MH WIM ['aICHE U MOBPbHILAHE
. BB3MOXHO € KPBBHHUTE U3CIIEIBAHMA [1a NIOKAKAT HaMAIeHUE Ha OeIUTE KPhBHU KJIETKH.

CrobmaBane HR HeXeEJTaHH PeaKIHH
AKO NONy4nTE HAKAKBH HEXKeTaHH JIEKaPCTBEHHU peakuuH, yeegoMere Bamus nexkap win ¢papmanesT. Toba
BKJTFOMBA BCUUYKH Bb3MOXHHU, HEOIMHCAHH B TA3H IMCTOBKA HEXKeNaHu peakuuu. Moxere Ccbllo 1a croOuTe




Codus Ten.: +359 2 8903417, yebcaMr: www.bda.bg. Kato chobiaBaTe HeXenaHu peaklui, MOXETE i
naneTe CBOS MPHHOC 3a MOJTy4yaBaHE Ha MOBEYE uHdopMalLMs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak n1a coxpanaBaTe @peaaankce
Jla ce chXpaHABa Ha MACTO, HEAOCTBITHO 32 IELA.

He u3mnosn3BaiTe ToBa JIEKApCTBO CJI€J CPOKa Ha roaHOCT, otbens3aH BbpXY KapTOHEHAaTa KyTHs, €THKETa Ha
6yTunkara u GiucTepa cien ., oneH 10:*. CpOKBT Ha FOJAHOCT OTTOBaps Ha MOCJIEHUA IEH OT MOCOYCHHA
Mecell.

Jla ce cexpansaBa noj 30°C.

He u3xpbpiisiiTe JeKapcTBaTa B KaHA/IM3aLMATA WK B KOHTejfHepa 3a JoMaulHH oTnaabiu. [lonuranTe
Bawmus hapMaleBT Kak [ja H3XBBbPJIATE JIEKApCTBATA, KOUTO BEE HE U3MOM3BATC. Te3n MEPKH 1€ CIIOMOTHAT

3a Ora3BaHe Ha OKOJIHATa cpeaa.

6. ChrabpkaHHe HA ONAKOBKATA H 10NbJIHHTE/IHA uHpopmanus

KakBo cbabpxka ©penajnkc

Ppedanuxc 267 mg purmupanu mabdnemxu

# AKTHBHOTO BellecTBO € mupdeHu1oH. Beska punmupana TabneTka CbAbpKa 267 mg nuppeHUIOH.

@ Jpyrure CbCTaBKH ca:
ChpleBHHa Ha TabeTKaTa: NpexeaaTHHU3UPaHO HUILIECTE, KPOCKapMeJ103d HaTpuii (E468),
xuapokcunpornmi uemynosa (E463), cCHIHIHMEB THOKCHI (E551), marHe3ues cteapat (ES72)
[MokputHe Ha Tabnetkara (Onaapai XbITO 85F220100): nOJMBHHUIIOB aJIKOXOJ1 — YaCTHYHO
xuaponmzupan (E1203), Turanos auokeun (E171), makporon 3350, Tank (E553B) 1 xene3eH OKCHUL,

xbIT (E172).
®peoanuxc 801 mg durmupanu mabremxu
® AKTHBHOTO BelecTso e nupdenuon. Beska gpunmupana Tabnerka Chabpika 801 mg nupheHHIOH.
® Jlpyrure CbCTaBKH Ca.

ChplieBHHA Ha Tab/ieTKaTa: MpeXeTaTHHH3MPaHO HULLIECTE , KPOCKApMEIIOo3ad Hatpuii (E468),
XuApoKcunponui uemynosa (E463), cHIHLMEB THOKCHA (E551), marne3ues creapat (E572)
[TokputHe Ha Tabnerkara (Onaapai po3oBo 85F240048): NOJIMBHHWIOB AJIKOXOJI — YaCTHYHO
xuapoausupat (E1203), THTAHOB THOKCHI (E171), makporoin 3350, Tank (E553B), xene3eH OKCHL,
et (E172), xkenesen okcun, yepseH (E172) u jkene3eH okcHi, 1EpeH (E172).

Kak m3riexaa ©Ppeaainke H KAaKBO ChAbpXa ONaKOBKaTa

®penanuke 267 mg GHUIMHpaHU TaOJICTKH Ca XBJITH, CITHIICOBH/IHH, npubnusurenyo 1,2 x 0,7 cm,
NIBOMHOM3MBKHAIHN (PUAMHpaHH TabIETKH, C BTbOHaTO penedHo o6o3HavyeHue ,,SD267 oT eaHaTa CTpaHa.
®penanuke 801 mg puamupany TabneTKH ca TbMHO PO3OBH, CTHIICOBUIHH, npubmu3uresHo 1,8 x 0,9 cm,
BOWHOM3MBKHATH (HIMHpaHH TableTKH, ¢ BATLOHATO peedHO obo3nauenue ,,SD801* o eqHara cTpaHa.

®pedanuxc 267 mg purmupanu madnemxu

®penanukc ce npeiara B OJTMCTEPH OT PVC/PE/PVDC-AnyMHHHH
® BiMcTEpHH OMAaKOBKH, ChAbp KAl 21, 42, 63, 84, 168 nnu 252 punMupaHu TabJIETKH




® OnNakoBKH 332 HAYAJTHO JieyeHHue 3a 2-CeAMUILIH:

E 1HO1030BH G1MCTEpHU onakoBku OT 63x1 nan 252x1 guimMupanu TabNeTKH

e BaucrepHa rpyrnosa onakoBka, chabpxatia 63 (1 onakoBka ot 21 u | onakoBka oT 42) ¢puiIMHpaHH

TaONneTKyu Ui

e EaHon030Ba 6McTEpHA ONAKOBKA, ChAbpxka 63 (1 onakoBka OT 21x1 u | onakoBka ot 42x1)

puaMUpaHu TabJIETKH

® OnakoBKH 3a MOAABPKALLO JICYECHHUE!

e DBiucrepHa rpyrnosa OrnakoBka, CbAbpiKallla 252 (3 onakoBkH OT 84) GuaMHUpaHH TabJIETKH WIH
e EaHO1030Ba BIMCTEPHA OMAKOBKA, Chabpxka 252 (3 onakoBky oT 84x1) duiMupaHH TabNETKH

267 mg GIMCTEPHU OMAKOBKH, ChbpiKaly 63 GpuiMupaHH TaONEeTKH, €HO/1030BH OJIUCTEPHHU OMAKOBKH,

chaAbpKaiM 63x1 GuiIMup

aHHM Ta0JIeTKH M OMAKOBKH 3a HA4YaJIHO JICYEHHC 34 2 CeJIMHULIM ca 0003HA4YEHH CbC

cJieIHUTE CUMBOJIH U CBKPATCHH HAMMEHOBAHHUSA HA JHUTE 3a HAITOMHAHE Ja NpUEMATEC JAO3HUTEC CH TPH ITbTH

JAHCBHO.

&2 (M3rpes; cyTpellHa /103a) %% (crpHLE; o0enHa 103a) U D (1yHa; BeuepHa /103a).

[H. BT. Cp. UT. IIT. ¢O. HL.

®peoanuxc 801 mg purmupanu mabiremxu

® BrucTepHM ONAKOBKH, ChAbpXKaIIHM 21, 84 wim 252 ¢punMupaHu TabJIETKH
@ Enrono3osu 6ivcTepHM onakosku ot 84x1 wim 252 x 1 puaMupaHu TabneTKu
@ OnakoBKH 3a MOAAbPKALIO JICYCHHE:!

e BaucTepHa rpyrnoBa oNakoBKa, ChAbpxaiia 252 (3 onakoBKH OT 84) puiMHUpaHu TabJIETKH HITH
o EnHO1030BM GIHCTEPHH ONAaKOBKH, ChAbpally 252 (3 OraKoBKH OT 84x1) dunmupaHu TabIETKH

801 mg 6nucTepy ca 0603HAYEHH ChC CJIEHHTE CHMBOJIM U CHKPATCHH HAWMEHOBAHHA Ha IHUTE 32

HarnoMHsHE Aa nNpuemMartc JIO3UTE CH TPHU NBTH AHCBHO.

3% (u3rpes; cyTpellHa 103a) %& (crbHLE; 0OenHa 103a) H D (;1yHa; BeyepHa /103a).

MH. BT. Cp. YT. OT. cO. HA.

He BCHUKM BMIOBE OMAKOBKHM MOTaT ja ObJaT MyCHaTH B Npojaxoa.

[MpuTexkaTes HA paspellieHAETO 32 ynoTpeda

Sandoz d.d.

Verovikova 57, 1000 Ljubljana

CnoBeHuUs

[Ipou3BoaAHTE.T:

ek d.d

Verovskova ulica 57 1526, Ljubljana

CnoBeHus



Lek Pharmaceuticals d.d.
Trimlini 2d, 9220 Lendava

CnoBeHUA

Tosa JEKaPCTBO € PR3pelieHo 3a ynoTpeda B AbPXKABATE - HIEHKH HA EBponefickOTO HKOHOMHYECKO
npocrpancTBo # BenuxoOpnTanas (CeBepna Hpaanaus), noa cieHHTE HMEHA:

TfaHus FREDALIX

brnrapus dPEJJATIUKC 267 mg dwimupand TabneTky
FREDALIX 267 mg film-coated tablets
OPEJAJIMKC 801 mg ¢dunmupaHu TabIeTky
FREDALIX 801 mg film-coated tablets

Yemika permyOnnka FREDALIX

JlaTa Ha npepa3riiekiaHe Ha JIHCTOBKATA
MMATTT




