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Mamm H& ana:m&w Hptmcmmuu& 3

JIncToBKA: nmlropmmm 33 Wm:m}@ﬂ d J 5 vy O/ 6 ;'

Edupa 10 mg pramapans [FGaeskuc M | _
Ephyra 10 mg film-coate gmwa 6 %30‘] | [lg m m" -
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3ampmnnnlonomnm15n RAHE

| uoﬂrenyl_caﬂ (montelukast) |

| IIpo'ieTe're nuume:mo ISJIATA TRCTOBKA IpeaH Aa 3aN0THETE A8 npneua're TOBA. Jlexapc'mo,

Thil KATO TH CHLALPKA BAXKHA 32 Bac sRdopmanus.

- 3anajere Ta3H IACTOBKA. MoXe /ia ce HaoXKu A2 R IPOTUCTETE OTHOBO. .

- AKO0 HMaTe HAKaKBH JOITRJIHHTEIHH BRIIPOCH, IONHTAiiTe Bamms nexap win ¢apManesT.

- Toea nexapcTBo € IpeanucaHo 1dHo Ha Bac. He ro npeorcThnsaiite Ha Apyry Xopa. To MOXE
- I1a HM HaBpEIH, HE3ABNCHMO Y¢ IPU3HALIHTE HA TAXHOTO 3afo/ABaHe ca chbI{HTe KaTo BamuTe.

- AKo [OJyIHTe HAKAKBH HEKENAHH peakiy, yBejoMeTe Balrua nexap win :]Japmauem' Tosa
 BKITIOMBA ¥ BCHYKM BE3MOXHH HEXENaHH PeakliH, HEONHCAHH B Ta3H JIHCTOBKA. BIXTe

TOYKa 4. - -

KaxBo chAbpaka TAIH JHCTOBKA
Kaxeo npeacrasngsa Edupa 10 mg ¢nmmpaml TaBIeTKH M 3a KaKBO cE H3MOM3Ba
Kakso TpabBa 11a 3Haere, npeau Aa npieMere Edupa 10 mg @HﬂMﬂpaHH Taﬁnm

- Kak ma npuemate E¢upa 10 mg pummupanu rabnersn
B13MOXKHH HeXXCIAHYN PeaKIHH

Kax na ct.xpannnare Edupa 10 mg tbwnmpann 'raﬁnemn | | |
Chaspxannie Ha 0NIakOBKATa H JONLIHHUTEMHA HHbopMaL s - - o

O h WA=

1. Kaxso npenmﬁnna Ednpa 10 mg dnamupann TabaeTkn n 38 KaKBO c¢ u:mo;il:ma |

Edupa 10 mg q:nmmpann TabneTKH ¢ QHTATOHKCT Ha JICBKOTPACHOBHTE PENEIITOPH, KOHTO Gnmcnpa
BELICCTBA HAPSYCHH JICBKOTPHEHH. Te NpeM3BUKBAT CTICCHABAHE H OTOK HA Bh3AYIUHHTE ITETHILA B

- GenuTe poboBe H CHIIO NPESAH3BUKBAT MOAB2 HA CHMITOMH Ha acTMa. Karo Gnoxupa NEBKOTPHCHHTE,
Edmpa 10 mg ¢uiIMupann TabneTKH nonoﬁpxna CHMIOTOMHTE Ha aCTMa, HOMAra 3a KOHTPOJIa Ha |
acTMAaTa H JIOMara 3a nogodpaBaHe Ha CHMIITOMHTE HA CE30HHATA aJeprud (Hsmna CBILIO KaTO
Ce30HEH ancpmqen PHHMT MM CCHHA XpeMa).

Banmsrr nemap Bue npezs,tmcan Eqmpa 10 mg q:HnMHpami Tabnerky, 3a Aa Jiexyna Bama'ra ac'ma,
KaTo NpeoTBPATABA NOABATA HA CHMITTOMH HA 8CTMA TIpe3 JcHA H NIPE3 HOUITA. - |

Edupa 10 mg punmupans TabneTkH ce HINON3Ea 32 JieIeHHe Ha AIMEHTH Ha. nmpac'r 15 1 noseue

- TOJIHHH, KOHTO He €2 C¢ IIORTHANIH AOCTRTHYHO OT JIeKapCTBATa, H3NHCAHH HM 32 neucHAe Ha acTMara
Hcenmanmnonmmnmnnarepanuﬂ - | -

ITpu nanmeHT! ¢ acT™a H ce30HHH anepriun Edupa 10 mg q;nnmnpann Taﬁnerm e npe,uﬂaanat:e:a |

CHINO K 38 JCUCHRE HA CE3OHHUTE ANEPIHTHI CHMITTOMI: -

Ilpu naunenTv Ha 15 1 noseve rogunn Etbﬂpa 10 mg dbuiMApann TaGneTky g
npeno'mpam cmmmme Ha aCTMa, npemanxauu npn ONIHICCKH YCHIIHA

Kaxpo npencramna acTMAaTa? .
. AcTuaTa e ﬂpUI['LJDKHTcJIHO 3a60maﬂe



ACTMATS BKITIONB: :

= _ 33TpYAHCHO AUINaxe, nopama c'recnnnane Ha JMXATETHATE THTHINA. CTECHABAHETO HA |

| AUXATEIHHTE DHTHIIA CE BIIOINABA W NOACOPABA B 3aBHCHMOCT OT PasIHHH YC/IOBHA,

=  9YBCTBHTE/HOCT Ha AMXATEIHUTE IHTHIIA, KOMTO PealkpaT Ha MHOTO ¢mopn KaTo m{r'apen
ABM, HOIEHH, CTYACH BB3AYX KM (u3uYecKn yIpaxHeHU, -

- {}Tmc (BB3nANIeHNE) HA TNTABUIIATA Ha AUXATEITHUTE MHTHIIA.

Cmmmimi're Ha ACTMa ca: Ramnﬁua, XpPHUIOBE H CTATAHE B i'hpnu're.
Kaxnn npenc'luma'r Ce30HHHTE a.nepmn"

Cesonuure aneprun (M3BECTHH OMIE KATO CCHHA XPCMa Wiy cezoneﬂ anepmen PHHUT) C3 am:prmen
OTFOBOP, 4ECTO NPEAU3BHEAH OT NOTICHA, HAMHDAIIH C¢ BHB BB3AYXa, OT MBPBETS, TPEBH H IUICBEIH.
TanHHHTe CHMITOMH Ha CE30HHHMTE aCPriaN BKIOYBAT: 3allyHICH, Teqam, chpbau Hoc, KHXaHe;

c‘hmam, nomn 324CPBEHH B CHPOAI O9l.

g

2. Kaxso Tpabea na smaete, pexn A2 npnemere EGpa 10 mg daivapann Tmm

He npuemaiite Edupa 10 mg IIIIIJIMIIPIIHII TabneTKn: -
& °  @KO0 CTe WICPTHYHH KbM MUHTCJI}'KaCTHanlHIHJIHK'bM monmocraamemmﬂamm
Jlexapc'mo (mﬁpoem»l B TOMKA 6) '

- .Hpenynpemenne H OpeANa3HH MEPKH
- T'osopere ¢ Baumma nexap win qaapmauesfr pesH Ja npuene're Edupa 10 mg clammnpaﬂ:ﬂ TaGmeTkY.
- saxHo ¢ Edupa 10 mg primmpanu rabnerxku ia ce mpHeMat eme.mﬂenﬂo Beuep, TOYHO KAKTO
- - Bn e npeanucan Banus yekap, A0pH KOTaTo HAMATE CHMIITOMH I aKO ITONYTHTE acTuameH

IPHCTHII; |

- NEPOPaNHHTE tpmmupann 'raﬁnmn Edupa 10 mg HE ca IpeAHA3HAYCHH 33 JicHEHHE Ha
BHC3AMEH MPHCTRI Ha 3ajyX. Te HAM2 A4 By OMOTHAT B Tasn CHTYalUs ¥ HUKOTa He TpRGBa 1a .
ce M3MO03BaT ¢ TakaBa Lel. AKO c¢ NI0ABH aCTMATHYIEH IIPUCTHII, TpAOBa CTPHKTHO 13 cllasBsare
nanenure Bu or Bammua nexap ykasamms. Or ocoOeHa BAXHOCT € BHHATH [& HMATe Ha =
pasnonoxkeHHe JeKAPCTBATA HEOGXOMMH 3a OBIIAZABAHE Ha TAKHBA IPUCTHIM,. BuHaru Hocete
ChC CeO€ CH HHXANATOPHOTO KHROTOCTIACABAINO JIEKApCTBO 34 ACTMAaTHYEH NMPHCTHIL.

- akoce HYX/IacTe 0T HHXANATOpeH GeTa-aroHHCT N10-9¢CTo 0T ofHgaliHoTo, Tpabea Aa ce
KOHCYNITHpaTe ¢ Bamus Jiekap BEIMOXHO HaH-CKOpO. -
- | BaXHO ¢ 12 H3MOM3BATE BCHUKH IpejHcaHH Ba or Bamus nekap nexapcma 32 aCTMa

- no npeaxasAadenue. Ednpa 10 mg ¢punmupann Tabretkn ne Tpatea 713 3aMECTBA CTEPOR/IHHTE
nexapcTsa (HE3aBUCHMO JIafH ca uHxanaTopHH HIH NepopaiHH), xoHTo BHe Moxe 6H Beue

H3M0T3BATE.
- NAIACHTHTE C acnnpnn-qynmme:ma acma,, npuemamy Edupa 10 mg tbwmmpanu Taﬁufmcn
| TpAGBa Ja NPOXBIKAT A2 M3OArBAT IpHEMA HA AaCIMPHH WIH JPYFH HBCTBPOHIIHH
. IPOTHBOBB3NAIMTEHH CPEACTBA. .
- aKO NPHEMATE UPOTHBOACTMATHIHM JHEKAPCTRA, BKIIOYATEIHO mxmenyxacr, MOXE 3
NOJYIATE KOMOHHAITHA OT CHMIITOMH KaTo: rpHNonogodro sabonsasakne, CHIICH 3auyx,
~ H3TPHIBAHC H MpaBYIKaHE HIIH CKOBAHOCT Ha xpammmrre /W oGpHB- Tpsﬁna Aa ce
xoncynTupare ¢ Bammg Jiexap - - .

'Pa3iHuHM HEBPO-ICHXAYHH CHOUTHA (HAPHMED IPOMEHH, CBLP3AHH C [IOBEIEHHETO 1 HACTPOEHHETO,

JETEPCHs ¥ CKNOHHOCT KbM CAMOYOUHCTRO) Ca ChOOLICHN IPH NAIHEHTH OT BCUIKH Bmpacm, B |
| nexyBan ¢ MOHTEMYKACT (BixTe TOKA 4). Ako Bué mim Bamero seTe pasBHeTe
‘mokato npHeMare Edupa 10 mg qmmmpanu Taﬁne'rm, mﬂﬁna Aa ce KOHCYITHPS
HJIH JICKapA Ha AETETO Bu.

Ednpa 10 mg t])mmnpmm TabneTkH He ce npenopmna 34 ynm'peﬁa [IPH A€l
TOHHHY.

DEAH/G609/001A8/043



JPYTH JeKapcTBa B E(]nhpa 10 mg Qm_unpahu Tabnerxn -
Edupa 10 mg ¢punmmpann Tabnerky Moke 1a € H3NOII3BA 3a¢/IHO ¢ IPYTH NEKAPCTBa, KOHTO BHe
Moxe OH Beye MpHEMaTe 3a acTMa. Benpexy T0Ba, HAKOH JeKapcTBa MOTAT /2 B3aHMOACHCTBAT C -

Edupa 10 mg rrmupany Taﬁnencu A Edupa 10 mg punMupanu TabneTku Moxe 112 npouenn
TAXHOTO neﬁmue

szﬁna na kaxere Ha Bamma nexap wim gapManent, ako npHeMaTe, HACKOPO CTE NPHEMANH HITH €
BL3MOXKHO 2 IPHEMATE APYTH ICKAPCTBA, BKINOYHTEIHO H TAKHBA, KOHTO C€ OTIYCKAT 633 Jlmpcxo
‘npeanvcanne. Topa € o1 ocobeno 3Ha9eHKE, aKO TE3H APYTH NEKApCTBA Ca

- dpenoGapOuTan (M3MOMIBAH 32 ICICHHE HA COMIICNICHS);

- (enHTOHH (H3MO/T3BAH 3a JICUCHHE Ha CTIIICTICHS);

- pudpaMIHuMH (Hanomaﬂ 3a JIEICHHE HA Tyﬁepkyﬂosa H HAKOH JPYry n:ﬂcbemnm)

Ednpa 10 mg PuAMHpaHH TabAeTKH ¢ XpaHa u. HANHTKH
Ec]mpa 10 mg qlmnpa}m Taﬁnemn MOXe /1a ce npﬂema BEIEp ChC AIH ﬁez xpaﬂa

Bpeuennoc'r, KbpMeHe H #eprm're'r

AKo cTe Gpeuenﬂa I KBPMHTE, CMATATE, 96 MOXKE A CTe 6penenna HIN [UIaHHpATe Gpeuenﬂwr
' nocbberRaiite ce ¢ Bamria nexap unu gapmanest npean yrw'rpeﬁa'ra HA TOB3 JEKAPCTEO,
bpeMennocT

Bammmsar nexap mie NpeneHy AanH MOXETE /1a npucua're Ecpupa 10 mg q)rmmpanu Taﬁnm npea
TO3M HEPHOA OT BPEME.

'- Kepmere

He e n3sectro aanu Edupa 10 mg dunmupann tabneTkH ce HamMHpa B KbpMata. TpsdBa Ja ce
KOHCynTHpare ¢ Banusg JIeKap, NpeJH. fa aneMeTe Edupa 10 mg punmmupani TaﬁJIe'I‘KH, aKo
KBPMHTE HIH BB3HAMEPABATE /13 KbpMHTE.

Hmnmaiire_ ce Balm JeKap Wi (GapMaliesT IpeaM ynoTpebara Ha XoeTo i Ra & Jlex_apmo. |

" IModapane u padora ¢ MANINAN | ' | '

He ce ouaxsa Edupa 10 mg (bmmnpmm mﬁnﬂm aa npomelm Bamara cniocobHocT 32 moc]mpaue
WIH paﬁo-ra ¢ MamueH. Bee nak, MEAMBUTYANHUAT OTIOBOD KbM JIEKAPCTBOTO MOXE /12 BAPHPA. 3a
MOHTEYKaCT MHOTO PAJIKO ¢€ ¢hoblllaBa 32 ONpeAesiCHH HeXeIaHH peaking (KaTo 3aMadHOCT H
CHHIHBOCT), KOHTO MOTAT [l OKAXAT BIHAHUE RBPXY CIOC oﬁnucrra HA HAKOU IALHECHTH aa

| mo@npa'rmnapaﬁmmcuannmn |

E¢upa 10 mg tlmmmpaml mﬁum cb.!rbpm JIBKTO3a -
Axo BammsaT nexap Bu e xazan, ye AMaTe HENOHOCHMOCT KM HAKOH 3aXapH, cnpxceme ce ¢ Hero,

- TIPEQH Aa aneMeTe TO3N Jlexapcrneu IPOAYKT.

E¢npa 10 mg PuiMBEpann TabaeTkn coabpxka na'rpnn T |
- ToBba JleKapcTBO CHABPKA MO-MaNKo 0T | mmol nartpuii (23 mg) Ha ll)HJIMHpaHa Taﬁne'rxa, T.¢. MOXKE
Aa Ce Kaxe, Ye [PAKTHIECKH HE ChIBpKa HB,’.[]JHH . |

\K1

3.  Kak 2a npuemare Ebﬁpa 10 mg (]'anunpaan uﬁnﬂxﬁ.

BHHHJ‘H TpHEMaiiTe TOBa JIEKapCTBO TOTHO KakTo By € kasan Bammsat nexap ¥
KOraTO HAMATE CUMITOMM WITH aKO NONYIHUTE ACTMATHYICH NIPACTDHN. AKO He
nonm‘am*e Bamm JIEKAP WK qaapmuem |

Hpenopmmennm Ai03a 32 BB3PACTHN M IOHOIIN Ha 15n nopete TO,IIHHH ee
- XHEBHO, Beqep |

DE/MH/6609/001/1B/043



- . & TBPYOBE.
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Topa neltapmtao €3a nepopa.ima yumpeﬁa

Ednpa 10 mg qimm:ﬂpaml TabNeTKH He lpﬂﬁna Ja ce H3MOI3BRa e,uaonpemefmo ¢ ApYTH Jleuapmeml I,
MPORYKTH, CHALPKAIHA CHINATA AKTHBHA ChCTABKa MOHTENYKACT. |

Axo cTe npne.rm noReve OT neoﬁxonmam ;[osa Ecpnpa 10 mg ¢puavupans TabneTkn
Baxuo ¢ a He mpueMaTe TBBPAE MHOIC TAONETKH. AKO CTe NOTLIHANNA TEBPAC MHOTO TabneTxu wm
MHCITHTE, t€ AETE € NOTBIHAA0 HAKAKBH TabneTkH, obnpHETe ce KbM Hai-O/TH3KaTa GonHuma MK

' IEHTHP 32 CHEHIHA IOMOI, HIH ¢¢ 06azIeTe Ha JIeKap 3a chBeT. CHMITOMMTE Ha IPEOO3UpaHE €A

Goska B 06/1acTTa Ha KOpeMa, CBIUIHBOCT, Xax/a, rasobonue, TOBPBIIAHE H XHNEPAKTHBHOCT

(Hexorrrponnpyehm I[BHJKBHHﬂ)
Bscuere Ta3H JINCTOBKATA H ocTaHanuTe raﬁne'rm ChC ccﬁe CH, 32 na I'H IOKa)KeTe Ha Jleltapﬂ

Axo cTe nponycnann ,:[a npuene're Edmpa 10 mg dnaMupann Taﬁnem

"AXo 3aﬁpaame na naemm TabneTKa, NPOCTO MPOABIDKETE CHC cheBamaTa KaKTo oﬁmoneno He

BS&M&H’I‘E JBOWHA I[DS&, 3a na KOM]'I&HCHP&W npouycua'ra'ra a03a.

Axo cTe cnpenn upuema na Edupa 10 mg pusMupann Taﬁnﬂm

He3aBHCHMO OT H8/THUMETO HITH OTCBCTBHETO Ha CHMITTOMH € BaXXHO A2 IPOABDKHTE 13 npneum
Edupa 10 mg punMupanu TabNeTkn TOAKOBA ABAT'0, KOIKOTO € TIpeAnncal BanmaT nexap, ¢ Hex aa
ce MOMOTHE OBJaiaBaHeTo HA Bamara actMa. Edupa 10 mg ‘bunMHpanH TabneTkH MOXE I8 nexyna

.
-

© aCTMa cAMO NpH HPOXBIDKUTEIIHA ynmpeﬁa

AKO HMaTe HAKAKBH nnrrbnnmenﬂn nnpocn CBEP3ARH C yno*rpeﬁa'ra Ha TOBA JICKapCTBO, nom-rm

- Banms Jlexap 7)1 ciiapuauen'r

* 3a fela Ha BB3pacT OT 2 110 5 romumu ca Hamuunn Edupa 4 mg Taﬁnem 32 m.atlene

3a nenia Ha BB3PAcT OT 2 10 S FOJMHM, KOHTO HMAT npobneM ¢ IpHeMa HA TabneTki 3a IIbBYCHE Ca
HABIYHY TPanyiH OT 4 mg. - -
3a nena Ha BR3pact ot 6 o 14 TOMHH Ca HaJIH‘IHH Edupa 5 mg Taﬁnm 3a ,u'bntlene

4. Bb3MOXKHH HEKEIAHH peauniln

Kakro pcHuxu Jlelcapcma, TOPA JIEKAPCTBO MOXKE A2 NPEAH3BHKA HEXENAHN PeaKiMH, BBIPEKH Ye HE
BCCKH [H NIONy4aea. |

"B mum'mn HPOYYBAHNA C Momenyxacr, Hall-4yecTO JOKIaABAHHTE HEXKEIAHH PeaKUHH (Mora'r lla

3acerHat a0 1 na 10 xymm), 32 KOHTO e CIHTa, de Ca cn'bpaann C MOHTENYKacT ca:
¢ 60liKa B 067ACTTA HA KOpEMa;
¢ r1aBobonue.

OGHKHOBEHO Te ca JIEKH 1 ¢¢ TIOABABAT C O-TOJSMA 9eCTOTa IIPH NAIMEHTH, JICKYBAHH C Eqmpa 10mg

 prmupasn TabReTKH, OTKOMKOTO ¢ IIalebo (TabueTka, KoATO He ChABPKA IEKapCTBEHO BEIIECTBO).

CepHO3HE HekeNAHH PEAKNHH
T'oBopere ¢ Bamus Jexap He3abaBwo, ako 335EJI¢M!T6 HAKOA OT CJIC/THHTE HEXEIAHH PEaklHH,
KOMTO MOraT aa Opaat cepmann H 33 KOMTO MOXKE A CE HAJIOKH CHCIHO Menumcm NieueHHE.

| Heqec_m: Morar /i aaccrﬂa'r.no I Ha 100 xymn

*  ANICPrHYHH PEAKLMH, BKIOYBAINM OOPHB, OTOK HA JHIIETO, YCTHHTE, €3HK;
KOHTO MOXC N8 NPHYHHAT 3aTPYAHCHO AMINAHE HITH NPETTBIIAHE;
.  MPOMEHH, CBBP3aHH C NOBCICHHETO H HACTPOCHHETO: 8530y/1a, BITIOMIRY
IOBEACHHE IWIH BPAXIeOHOCT, AETIPECHS;




Pesxn: Morar f1a 3acergart 10 1 Ha 1 000 Rymm
¢ IOBHINEHA CKIOHHOCT KBM KEPBCHE;
¢  Tpemepeme; - |
. chpueﬁnené.'

Mnoro peAku: MOrat ja 3acersart fo 1 aa 10 000 aymm ‘ /
. 'muﬁm{aum OT CHMIITOMH KaTO FPHNOHOR0GHO 3abonABaHe, MPaBYIKaHE HIIH HSTp'bm.He HA
PBIIETE M KPaKaTa, nnomanane Ha ﬁeno.upoﬁnn're CHMITOMH M- f niH oOpHB (CHHAPOM na ‘-I'Lpr-

~ IHpayc); ' - | : |
e HHCHK Opoi Ha TpOMﬁOI[H‘HiTe B xp’bm'a -
® IPOMEHH B IOBEJCHHETO H HACTPOCHHETO: XANIOMHHAIMH, nmpuemmma cymum;lm (aa
~ caMOyOHICTBO) MHMCIIM H ACHCTRHS; ,
® 'OTOK (mssnancnne) Ha Oenmte apobose;

& TCKKH KOXHH pPeakupd ( SPUTEMA Mqumpme), KOMTO MOFaT A2 mmlma'r Oe3

ApeAYNpOKACHHE;
' BB3NAICHHC HA YCPHIA .zl;poﬁ (xenatur).

JipyTH ReAeTaAHA PEAKIVEH HA JEKAPCTBOTO, A0KIANBARN CeN IYCKARETO My HA NA3APA. .

" MHOro 96CTH: MOFAT A 3aceTHaT HoBeve oT 1 Ha 10 aymm
- »  HHbeKIMM HA TOPHHTE AMXATE/HH ITHTHINA.

TecTH: MOTAT Jia 3acerHar Ao 1 Ha 10 xymmn
| ®  [HapHA, raneHe IIOBp'LIIlﬂHe, |
. Tpﬂclta, . o
o o0pus; -
‘e 3ABHIICHA qepntmpoﬁﬂn CHIUMH.
 HewecTst: MoFaT 5ia 3acernar Ao | na 2100 nylmi
e [IPOMCHH B MOBCCHHETO H HAaCTPOCHHETO: HeoOHdaiinM CHHHIIA, BKIOYBAIH Koumapn,
- ApofneMH ChC CHHA, XOACHE HacHH, paanpasnmnnom, qyncrao Ha Tpeaoxﬂoc*r, |
- ﬁeanoxoﬂcm, . . |
3aMagHOCT, CHHIIUBOCT, H3‘I‘p’Bl'lBﬁHe H Mpanyttxane/cxonanoc'r
KbPBEHE OT HOCa; -
€yXOTa B CTATa, JIOMIO XPAHOCMUJIAHE;
KPBBOHACAIAHHA, CHPOCK, YPTHKAPHA; -
CTaBHa WIH MyCKynHa 60mKa, MyCKy/THH KpaMIIH;-
CPERHOMHO H3MYCKAHE MPH AcHa;
cnaﬁoc'r YMOpa, 000 HEPRINONOKCHHE, TO/YBAHE.

Pc,r.um Morarnaaacerna'rnolﬂalﬂ{lﬁzxymn -
¢ MOBCIACHYECKH H CBHP3aHH C TOBJ NPOMCHH B Hacmoeﬂnm Hapymemie Ha nnuuaanm,
' HapyIDeHHd Ha nauerra, Hemmponnpaml Mycxym NBHKCHHA,

"MHoro peaxu: Morar na 3acernar o 1 na 10 000 ,n}'m - ~
¢ HAJNTHATH 9¢pBeHH OYIKH nox mm:aTa, Haii-gecTo no moadeapHIHTE (epmeua Houosyu),
. NPOMCHH B none,uennm H HACTPOCHHETO: oﬁcecmo-xomyncnnﬂn CHMIITOMH, memaﬂe

\

- CnobmaBane Ha nexe/1aHE PeaKIEH |
AKO NONYIHTE HAKAKBA HEXENAHH JIEKAPCTBEHH PEAKLIHH, YBEAOMETE: Bamms nexapROIRPAaID ,
(hapMalleBT WM METMITMHCKA CECTPa. TOBA BK/IIOYBA BCHYKH Bh3MOKHH, HEOITHCS ‘K AT TATTQY

 HexenaHu peaxipzd, Moxere CbINo aa CBOGIHTE HEXKCIIAHA pEaKLHA ,IIHPEKTH /A X

arcHIUA 10 JIeKapcTBaTa, Y. ,,Jamar Ipyes” Ne 8, 1303 Codna, Tex.: +359 2 7] Fho,

www.bda.bg. Koraro chobiuaBate HexkenaHH peakiiy, MoXeTe [ AaaeTe CBOY A 7P 34

IIONy43aBaHe HA nosede Hﬂc])opuau:aa OTHOCHO Oc3omacHOCTTa HA TOBA NEKA[

| . 5
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5. Kakna c'bxpa_nﬁna're E¢upa 10 mg ¢pnamapans Tabnerxs
Na - CHXpaHsfBA Ha MACTO, HEIOCTHIIHO 33 JIEIIA.

' He u3nion3BaifTe TOBA JIEKAPCTBO CJiefi CPOKa Ha TOJIHOCT, oTOeNA3aH BBpXY ONHCTEpa M KAPTOHEHATa
- ONIKOBKR cn‘en-,'.,l“uneu no"‘ Cpon:mr Ha TOHOCT OTTOBAPS HA NOCHS/AHAS ICH OT NOCOYCHNA MECeN.

Hama cnemiannn ycnoann HA CHXPaHCHHE. Cbxpanxnaum 6nnc'repu're B Kap'roneHaTa onamnxa, 3a
Na ce NPCATIasAT OT CBETIHHA, | .

He H3xBLpiaiiTe NeKapcTBaTa B KaHaMA3anuATa. [lonuraiire Bamma papMalieBT Kak Jia H3XBBPIATE
NEKapCTBaTa, KOMTO Bede He H3Mnon3paTe. Te3n MEPKH e CIIOMOTHAT 32 ONa3BaHe HA OKO/IHATA CpeAa.

6. C'bm;pmne' HA OHAKOBKATA M jmmme.l_ma HHopMaNHg
Kalmo CHAbPXR Eclmpa 10 0 mg lllllJ_lMHpaHH TabaeTKH |

- Alsmmno'm BCLIECTBO € MﬁHTﬁleKac'r e
Bceaka ¢nmmpana Tabnerka cwn.pma 10,40 mg MOH’I‘EJI}'KaCT HaTpHii, KoHTO € emmcmn
Ha 10 mg MOHTETyKaCT. .

- [lpyrure cheraBkm ca |

* #apo Ha TabneTkaTa: HanHeB aaypriICynpar, 1aKT03a MOHOXHAPAT,
XHAPOKCHIIPOMMALICAYIO3a, NPeKeTATHHH3HPAHO HUIIECTS (uapemnmo), HaTpHEB HHIBCCTEH
* ryiAKoaT (LapeBHYeH) THN A, MarHesueB CTeapar; :

TabJeTHO NOKPHTRE: ortanpaii 20A23676 xraTo, cbm.pxamo xmxpoxcnnpomumenynoaa,
XuIpoMenosa, TATaHOB JuokcuA (E171), xuar xkenesen okcua (E172) 1 depBeH Xene3cH OKCHA

(E172).

Kax maraexaa E¢upa 10 mg duamupans Taﬁslm B KAKBO CHAbLPMEKA ONAKOBKATA |
Ednpa 10 mg ca GexOBH, KPbriM GUIMHpasH TaGNeTKH, ¢ Bmﬁna'm penedHo o3HaYeHHE “93” ot
¢1HaTa CTpaHa Ha Taﬁﬂe'rlca'ra H “7426” ot Apyrara. .

Edupa 10 mg (l)mmrlpauu Taﬁnemﬂ ¢e npeAiara B onakoBku ot 7, 14, 15, 20 28, 30, 50, 56 60 90,
98 1 100 u 120 Taﬁnmn H xaneH,napHH onakoBky ot 7, 14, 28, 56 u 98 TabneTxH. - -

Anyumeao- ATyMMHHEBH 6Jmc'repnn onaxonm.-
He BCHYKH BHZOBE OAKOBKH MOTAT Jia 6BAaT nycnam Ha masapa.

Hpmemren HA pA3pElICHHETO 32 yuowpeﬁa B nponznomrreu
IprTexkaTen Ha pa:;pemennm 3a ynorpeba

Teva B.V.

- Swensweg 5, 2031 GA Haarlem

- Hunepnanua

- Ilpom3sonmTesin:
TEVA Pharmaceuticals Works anate Lumted Company
Pallagi ul3, 4042 Debrecen

YHrapusa

Pharmachemie B.V.
~ Swensweg 5,
- Haarlem,2031 GA

DEM/6608/001/1B/043



Hupepnanmus

Merckle GmbH - o |
Ludwig-Merckle-Str. 3 )
89143 Blaubeuren | |
I'epMauns

- 'I‘eva Opemtlons Poland Sp. z 0.0,
- ul.Mogilska 80, 31-546 Krakow,
Tomma - |

Tona uempéﬁo € pa3jpeiieHo 3a yuorpeﬁa B ILPAKaBETE — YICHKH HA Enpoﬂeﬁcudm | 3

- HKOHOMUMYECKO npocrpanmo MB Oﬁennneﬂm xpancree (Césepua Hpnanaus) Hoj cReNRNTe
HMeHa: . -

Bemrms: Montelukast Teva 10 m filmomhulde tabletten

benrapua: Edupa 10 mg ¢unMupann rabnerxu

T'epManua: - Montelukast-ratiopharm 10 mg Filmtabletten

Hramus: Montelukast Teva 10 mg compresse rivestite con film
dpanmns: - Montelukast Teva 10 mg comprimé pelliculé
Jhoxcembypr:© . Montelukast-ratiopharm 10 mg Filmtableften
Hupepnanmus: Montelukast 10 mg Teva, filmomhulde tabletten
1senms: Montelukast Teva 10 mg ﬁhndragerade tabletter
O6eauHEHO KPANCTRO

(Cenepna Hpnanara): Montclukast 10 mg Film-coated Tahlets

Jiara Ha Noc/eANO HPEPAITICKIRHE HE JIHCTOBKATS

. DE/M/660S/001/18/043



