JIUCTOBKA: HHOOPMAIINS 3A HOTPEBHTEJIH

TEBAJIEIITHH 150 mg daamupann rabiaeTkn TEVALEPTIN 150 mg,ﬁg%rated tablets
TEBAJIEIITHH 300 mg puavupanu tabrerkn  TEVALERTIN 00 mg SKR Eodeed tatiets
TEBAJIEIITHH 600 mg ¢puamuapann Tadnerkn TEVALEPTIN Gﬂgﬂg ﬁlm coated tahlgts
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IIpokderere BHEMATEIHO NAJIATA JIACTOBKA NPEIH a 3all0MHETe 1A IPHEMATe TOBA JIeKaAPCTBO.

- 3anazete TasH NMCTOBKA. MoOsKe Ja ce HaJ0oKU Aa I IIPOUETETE OTHOBO.

- AKO UMaTe HAKAKBH JOIBJIHHUTENHM BBIPOCH, Nonuraire Bawmms nekap win dpapMalieBr.

- ToBa nexkapcTBo € npeAnucano auvHo Ha Bac. He ro npeorcTenraiite Ha aApyru xopa. To Moxe aa
MM HaBpeIM, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca ChIIMTE KaTo BaluTe.

- AKO HAKOS OT HEXEJlaHUTE JIEKAPCTBEHM peaKl|MM CTaHe Ccepuo3Ha, WIM 3alelleskuTe ApPYIH,
HEOTIMCAHM B Ta3H JUCTOBKA HEXKEJIAHH peakLiuK, MoJig yBeaoMeTe Bamusa nekap Wiy dpapManesr.

B Ta3H JHCTOBKA:

Kakso npeacrasiaasa TEBAJIEIITHH ¢unmupann rafierxn A 3a KAKBO ce H3NM0JI3BA
IIpean na npuemere TEBAJIEIITHH ¢namupann tabneTkn

Kak 1a npaemare TEBAJIEIITHH duamuparn tabinerkn

BB3MOXHE HeXeJIAHH PeaKIHH

Kaxk na cexpansasare TEBAJIEIITHUH ¢puamupanu TabaeTku

. JonbasuTenna aHpopmanndg

N

1. KAKBO INPEJACTABJISABA TEBAJIEIITUH ¢uamupann rabinerkm U 3A KAKBO CE
H3I10OJI3BA

. Okckapba3enyuH NpHHALIECKH KbM TIpylna JICKapcTBa HApe4YCHW AaHTUKOHBYJICAHTH, KOMTO Ce
M3MOJI3BaT 3a JeUCHHEe Ha enwiencus. IlpeaHa3HadyeH € Za moAnoMara KOHTpPoJia BBpXY I'bpYOBETE
WAH [IPUNaJABLUXATE NIPH MAalMEHTH, KOUTO UMAT CITUJICTICHA.

. OxckapbazenuH ce U3MoJi3Ba 3a JICUCHUSTO Ha HAKOU BUJAOBE E€THICTICUSA NPy BB3PACTHH U Jelia Haj
6 roauNIHa Bb3pacT. |

. Bamusat nekap Moxe na Bu npeanume oxckapba3enuH caMOCTOATEIHO WIH B KOMOMHALMA C ApyrH
JIeKapcTBa MPOTHUB CIMWICTICHA.

2. INIPEJAHU 1A IIPUEMETE TEBAJIEIITHH ¢ramuparn rabiaeTku

He npaemaiite TEBAJIEIITHH ¢punmMupann rabaerkn

. Ako cTe anepruvHd (CBPBHXUYBCTBHUTENIHM) KbM OKCKapOazenmuH WK KbM HAKOS OT OCTAHAJIHTE
CBHCTaBKH Ha TOBA JIEKAPCTBO.

Ob0npreTe cnenHa o BEEMARNEe OpR ynorpebaTra 1a TEBAJIEIITUH ¢aamuapasn 1abaeTKn

HAudopmupaiire Bainus nekap, ako HAKOe OT CIIEAHUTE € BAIMAHO 3a Bac:

. AKO cTe aJiepruyHu (T.€ noiay4dasaTe OOpUB WM APYrY NIPU3HAIM Ha ajeprus) KbM KapOaMasenw,
nogoOHO AHTHKOHBYJICMBHO JIEKAPCTBO, WIH JpPYrdH JIeKapcTBa. AKO CT€ aJeprH4HH  KbM
KapbamasenuH, cblUiecTBYBA NpubnusuTenHo Y4 (25%) pucK J1a cTe aneprudHy 4 K6M onckgpﬁaaepnﬁ

e  AKO MMaTe WIH HAKOra ¢Te HMaJM YepHOAPOOHO 3a60/IMBaHE HIIH CEPHO3HA KOXHA s (BIOK
pazjen 4 “Bb3MOKHH HEXENAHH PeakLu )

"




3abonsaBane, Bamuar aekap Mo)ke Ja MOMCKa KPBBHM TECTOBE MPEOH W MEPHOJMYHO MO BPEME Ha
neYeHHETO BH ¢ okcKapbazenun |

. AKO NpHeMare JIEKapCcTBa, KOUTO HAMAIABAT HUBATA HA HATPMI (Hamp. JUypeTHIH (“obespoaHABAILH
Tab/eTKU’) WIH oﬁezﬁﬂnﬂnamn (HCIIBC xato mHAOMETAUMH WM UOynpodeH)): BHKTE “HpHeM Ha
APYry exapcrea’

. Axo vMarte CBpAECYHH IPoOJIEeMH WIM CBhpACYHA HEAOCTATHYHOCT (3aAbXBaHE W TIOAYTH TJI€3€HH).

Bauuar jickap pefOBHO IIE KOHTPONIMpa TEJIECHOTO BH Termo, 3a Aa e cHrypeH, 4e TAI0TO BH He
3aAbpKa BOJA

. AKO UMaTe HEpaBHOMEPEH ChpJCUYeH PUTHM
. AKoO cTe Ha XOpMOHanHa koHTpauenuud (“xammueto’): BukTe “[IpreM Ha Apyru nexapcTea”.
. AKo m1aHupate OpeMeHHOCT (BIDKTe “DpeMEeHHOCT M KbpMeEHE™).

Manek Opoii XOpa, KOMTO ca JICKYBaHM C aHTHEMMJICNITHYHH JIEKAPCTBA KaTO OKCKapOasenmuH ca MMAaH
MHCJIH Ja C€ HapaHAT WIM cCaMOyOWsT. AKO MO HAKOE BpeMe ¢e IIOABAT NoA0OHH MHUCTH, He3abaBHO ce
obanete Ha Bamius nekap.

IIpaeM HA APYIH JIeKApCTBA

Hudyopmupaiime Bawiun rexap, axo npuemame HAKOE om CAeOHUmMeE AeKapcmed, mbi kamo me mo2am 0q

g3aumooenicmeam ¢ oxckapbazenun.

. Jpyry npoTHBOrbp4OBH jeKapcTBa (Kato (eHoOapOutan, peHUTOMH, KapbamasenuH, JaMOTPUrHH
UM BanmpoeBa KHUcelnHHa). Moxke ga ce Hanmoxd Bammsar nekap ga kopurvpa ao3ata Ha TE3H
JICKApCTBa, akO MpHeMare okckapbazenHH no ¢wHIOTO BpeMe. C JIAMOTPUIHH PHCKBT OT HEXKENaHH
PEAKLIMM KaTO rajieHe, CHHJIMBOCT, 3aMaiiBaHe U 1i1apo0oside Moxe Aa 6bae mOBUILICH.

. XOopMOHa/IHH KOHTpauenTUBH (‘xamueTo’), Thi KaTo OKckapbazenWH MoXe Ja HaMalld TAXHaTa
eMKacHOCT. 3a Ja ce mnpegnasure OT OpeMeHHocT TpabBa Oa NpeAnpHEMETE AOITBIHHATEIHH
¢(QEKTUBHH MEPKH.

. JIekapcTra 3a ncuxuvyeckH 3adongpanug kato JUTUA © MAO (MOHOAMHHO OKcHAa3a) MHXHOMTOpPH
(penenzuH, MoknobeMHua). KoMOMHanMATa ¢ TUTUR MOXE Ja YBEJIUYHM BB3MOXKHOCTTA 3a I10jABa Ha
HeXKeJJaHU peaKil|H.

. JlekapcTBa, KOUTO HaMmansgRaT DBaluero HHUBO Ha HaTpHi Kato AuypeTHUHM (“00e3BOAHABAILH
tabnerkn”) win obezbonspamn (HCIIBC karo mHazometaunuH wiu ubynpodeH). Okckapbaszenus
MOXKe Ja MOHWKH BaleTro XpbBHO HMBO Ha HATPHA AOITBJIHHUTENIHO, KOETO MOXKE Ja NOBeae A0
CHUMIITOMH Ha HATpHEB AcPUUMT (BHKTe 4 “BB3MOXKHM HEXC/IaHH peaklUuH’). Bamuar nekap e
NpOBEpH HMBATa Ha HATpMH B KpbBTa BW mpeau W nepuoaudHe Mo BpeMe Ha BaineTo jedeHHe ¢
oKcKapbaszenuH.

. JlekapcTBa, KoUTO ONOKMpAT eCTeCTBEHATA 3allMTa HAa opraHuima Bu (MMyHocynmpecopH KaTo
LIMKJIOCTIOPHH H TAKPOJIUMYC).

Mona nadopmupaiite Bamnsg nekap wid ¢apMaieBT, ako IIpHeMaTe WIHM HAacCKOpO CTe MpHEMalH ApYyru
NIeKapCTBa, BKIIOUHTEHO U TaKUBa, OTITYCKaHH Oe3 penenra.

ITpuem na TEBAJIENITHUH ¢uamupasn Ta0/1eTKH ¢ XpPaBH H HANHTKH

Bawwnre TabneTkn Morar aa ce npueMar ¢ wim 6e3 xpaHa.

Tpabea pa cte npennasnuBy, ak0 KOHCYMHpaTe ajIkOXoJI AOKATO mpHeMare oKckapOa3emnHH, Thit KaTo ToBa
6u Morno ga Bu HanpaBu CHHJIMBH.

BpeMEHHDCT H KBbpPpMCHC
MGJ'IH I{OHC}’HTHPHHTE ce ¢ Bamus JICKApP, aKO CTC 6pEMBHHa MHCIIATC 4YC CTC 6pemeHHa WIH IUIAHHPpAaTC
ACTC.

Bamust nekap me Bu 00d4CHH nON3WTE W PUCKOBETE OT yIOTpedara Ha OKCKap
OpeMeHHOCT.




He TpabBa a KEpMHTE AOKATO CTE HA JICYCHHUE ¢ OKCKApOa3eInuH.
[TocwBeTRaliTE ce ¢ Bammsa nexkap win dapMalleBT npead ynorpedara Ha KOETO H Aa € JICKapCTBO.

IHodupane u padboTa ¢ MAIIAHM

TEBAJIEIITHUH moxe na mpeau3BHKa HEXEAaHW PEakiMM Karo 3aMaiBaHe H CBHHJIMBOCT, KOHUTO Ja
noaAUAAT cnocodHocTra By 3a mwodupane U padbota ¢ MalllHHH.

Baxna endopmannn oTHOCHO HAKOH OT ¢beTABKATE HAa TEBAJIEIITUH dpuamupanun Tabaerkn

ITauneHTH, KOUTO MMAT HENMOHOCHUMOCT KbM JNakTo3a TpaOpa ga 3Hasat, 4¢ TEBAJIEIITUH ¢umMupanu
TabJIETKH CHALPXKA MAIKO KOJHMYECTBO JIakTo3a. [pabBa ga WH(popmupare Bamwms nekap, de wmare
HEMTOHOCUMOCT KBbM HSKOH 3axapH, o0aZieTe ce Ha JieKapsd CH Npeayd Aa INpUEeMEeTe TO3H JIEKapCTBEH

[IPOAYKT.

To3H nekapcTBEH NPOAYKT ChABPKA CHHCET XBATO (E110) 1 Moxke fa npean3BUKa aIepruvHH peaxiyH.

3. KAKJA IIPUEMATE TEBAJIEIITHH ¢puamuapann TabaeTKkn

Bunaru npuemaiite TEBAJIEIITHUH ¢punmupanu tabnetky To4HO KakTo Bu € kasan Bawuar nekap. Ako
He CTe€ CUIYpHHM B Helllo, onuTaiTe Bamma nexap wiu papMaLesT.

3a J03H, KOUTC HE Ca INpPAaKTHYHH 3a Ta3H KOHLCHTPALHUA CC IIpeAjiaratT ApPYrH JICKapCTBCHH li)DpMH HITH
KOHICHTPalLlUH.

Bawusar nekap BEPOATHO LIE 3amoyHe ¢ HUCKA J03a U aKo € HeoDXoAMMO 1 # MOBHIIaBa OaBHO 10 Ha-
noaxondaigara ao3a. OdouyaiiHara go3a e:

Bv3pacmuu:

O6buuaiinata HavanHa go3a € 300 mg npa meTH AHeBHO. AKO e HeoOxoanMo, Bammar nekap Moxe aa
MOBHIIABa 103aTa BH eXeceaAMHYHO Ha eTanM oT HaW-MHoro 600 mg anesHo. Obu4valiHaTa nogbpKaila
no3a e B HHTepBana ot 600 xno 2400 mg qHeBHO.

AKO OCBEeH TOBa MpHEMATe APYrd NPOTUBOIBPYOBH JIEKAPCTBa, BallMAT Jlekap MOXke Ka HaMalid J103aTa UM
HJIH Jla TTIOBHINIaBa 103aTa Ha OKcKapOasenuH no-0aBHO.

AKO Ipyry JeKapcTBa c€ 3aMeCTBaT OT oKkckapOazenuH, A03ara Ha Te3H JICKapcTBa TpAOBa Ja ce MOHWKABA
OaBHO.

Heya nad 6 zo0uwna ev3pacm:

O6uuaiinaTta HayanHa no3a ¢ 8-10 mg/kg TenecHo Terno AHeBHO, pas/esieHa Ha 2 A03H. AKO € He00XOIUMO,
Bawusat nekap MOXe Ja MOBHMINABA Ao3aTa Bcska cegMuia ¢ He noeeue oT 10 mg/kg axHeBHO Ao
MaKCHMAaJTHA Ao03a oT 46 mg/kg TenecHo Teryio AHeBHO, O0MYalHaTa NOAALpXKalia 103a B KOMOMHAIMA C
ApPYTH NPOTHROIBPUYOBH JIeKapcTBa € 30 mg/kg TenecHO Terio AHEBHO.

Heuya nog 6 2oouuna evapacm:
Oxckapbazendd HE C¢ HOpPenoph4YBa 3a JAela IMo-MaikK¥ oT 6 rojauinHa BBH3pacT, THH Karo Heromara
De3zonacHOCT H e(PHKAacHOCT He ¢a OWiM yCTaHOBEeHH 3a Ta3d Bb3pacTOBa Ipyna.

Te3n TAONETKH, Ce MpeIaraT Apyry JiekapcTBeHH GOpMH Ha okckapba3enuH.

Iayuenmu c 6vOpeuro 3aboaseane:
Ako nMate OBOpeunH npoOnemu (HamaneHa 660peyHa pyHKUMA), Bamuar nekap me
[MOJIOBHHATA OT HOPMAJIHATA A03a (BIOKTE IMO-Tope) M e [OBUILABA J03aTa Nno-0aBHO.




Ilayuenmu c meoicxo yeprodpobug 3abonseane;

AKO UMaTe TEXKH 4epHOAPoOHH npobiaemu, TpaGBa Aa cleJBaTe ChBETUTE HA Bamusa nexap.

3a 103U, KOWTO HE Ca MPAKTHYHH ¢ Ta3H KOHUEHTPALMs CE MpeLlarat Apyrid KOHUCHTPALMH H JIEKapCTBEHHU
(hOpMH.

Havun na npunoorcerue.

[Ipuemaiite QunmMupanuTe TabneTkw ¢ vama Boaa. He ru parpowapaiite wid aweuere. PunMupaHuTte
TabJIETKH MOTaT Ja c€ pa3le)IAT Ha N0JIOBHHA 3a MO-JIECHO MOTJTbIIAHE,

AKo cre npnejqn nosede oT Reodxoaumara noza TEBAJIEIITHH dnamuapann Tabiaerkn

Ako Bue (iwm HAKOH ApYr) MOTBIHETE NOBeve TabNeTKH HaBeAHDBXK, HIH MHCIIHTE, Y€ JETE € NOrb/iHaj0
HAKaKBH TabyieTku, obagere ce BeJHara Ha Haii-6nuskarta GonHuila wiv Ha Bamma nekap. Mons, Hocere
TasW JIMCTOBKA, HAKAKBH OCTAHAIH TabJIeTKH M OMAaKoBKaTa chC cebe cH B GONHHMIIATA WIIM TIPH JIeKapi,
TaKa, Y€ Te /14 3HAAT KaKBHY TaOJIeTKH ca NOrLJIHATH.

[IpenosupateTo MOXKe Na J0BeAe 10 CHHIHBOCT, 3aMaliBaHe, rajieHe, MOBphINaHe, HeoGuualiHa MycKy/IHa
WIIM TEJIECHA aKTHBHOCT, HEKOOPAMHMPAHH IBHKEHHSA H HEBOJIEBH ABIDKEHHS HA OUMTE.

AKO cTe NPONYCHAJIH A2 NPpHEMeTe OKCKapOasendn

AKO CTe MPOIMyCHATIM Ja NMPHEMETE [03a, MpUHEMeTe f BEIHAra IIOM CH CIIOMHHTE OCBEH, aKO HeE €
HaOMDKWIO BpPEMETO Ja NIpHEMETe cliefBainara fo3a. [Ipuemere cneapamara go3a kakto obuuaiiHo. He
B3€MaiiTe ABOIHA 4034, 3a ]a KOMIICHCHpATe MPOIyCHATATa TabIeTKa.

AXo0 cTe crpe/in IpHeMa HA OKcKapldaizennn

He cnimpaiite npueMa Ha okckapbasenuH, 0CBEH ako BaluuaT jsiekap He Bu e mocHBeTBaN J1a IO HANPABHTE,
Thi KaTO CIIHPaHETO MY MOXKe Ja IpelH3BHKa BHE3AIHO BJIOINaBaHe Ha npHnagsuutre Bu, Bamuar nekap
ll[e MpeLIeHH Kora M Kak jAa crpete Bamero nevenwe.

AKO MMaTe HAKaKBH JOIBJIHUTEIHU BHIPOCH CRBP3aHM ¢ ynorpedara Ha TO3M NPOAYKT, MOJIS [TONMUTATE
Bamug nexap uau gapMaLeBT.

4. BbB3IMOXHH HEXEJIAHHA PEAKIIHH

Kakro Bcuuku nekapcrBa, TEBAJIEIITHH ¢unmupanu TtabneTkd MoXe 7a NpeaM3BHKA HEXeNaHM
peaKLMH BBIIPEKH, Y€ HE BCEKH T'H IOTY4aBa.

Axo ce nosagu Haxoa om ciednume peaxyuu, He3ahasHo ce oéademe Ha Bawus nexap unu na nau-bnuskama

bornuya;

. Texxkn XOXKHH peaKkLHH KaTo:
- Texxa anepruyHa peakuus ¢ {(BUCOKa) TEMIIEpATYpa, YSPBEHH METHA MO KoXKaTa, 00J€3HEHOCT Ha

KpaWHULIUTE H/WIH OYHTE

- DBHe3anHa TeXKa anepruyda peakumsa ¢ BUCOKA TeMIIepaTypa H MEXYPH H JIIOCIIHYKH MO KOXKAaTa
-  YeppeHH (B/IaXKHM) IUIAKU ¢ HETIpaBUIIHA QopMa.
Ta3u Hexenana peakullMg € MHOTO pAaKa M ce HaOmogaBa npu no-Manko ot 1 Ha 10 000 naumeHTH,
HO MOX€E Ja H3HCKBa MEeIUIMHCKA MOMOLI. AKO peaKUdsA OT TO3M THI CE€ MOABHM JOKATO CTE HA
JIEYECHHE C OKCKapOa3enuH, HUKora He TpadBa Ja H3IOJ3BaTe TOBa JIEKAPCTRBO OTHOBO.

* Ilpu3HalM Ha BB3MAICHHE Ha YEpHHUs Apod (KaTo NOKBATABAHE HA KOXKATa WIH CKIEPUTE HA OYHTE).
Tasu Hexxenana peakmilMg € MHOI'O paaxa u ce Habmozapa ripu no-Manxo oT 1 #a 10 000 naumenTy,
HO U3HCKBa KOHTPOJI Ha JyHKLMATA HA uepHHa Bu 1po6. T

. OTok Ha JIMLETO, €3MKa WIH I'bpJIOTO, 3aTPYAHEHO NPErTbIlaHe MIM KONPHBHA
CBC 3aTPYAHEHO AMIIAHE, I APYTH NPOABH Ha AJICPrMYHH peaKLMM KaTo KO

bosika B cTaBuTe. Ta3M HexkeslaHA peakMUVs € MHOrO pajKa U ce Habmoaasa
10 000 nauueHTH.
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Beonaea ce obademe na Bawus rexap, axo noavyume HaKos om crednume nposeuy.
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. AKko 3a0enexxure, 4e chpuUeTO BH OHe HEpaBHOMEPHO
Ta3u HexenaHa peakulMs € MHOroO psijika u ce HabmogaBa npu no-Manko ot 1 Ha 10 000 maumenTH,
HO MOXKE Ja H3HCKBA MEIUIIMHCKA MTOMOIII. | |

. Ako ce uyBcrBare o0bpKaH Wik Gones, ako Bu e om0, ako TIOMYIHTe HAMATIEHO HHBO Ha CH3HAHHE,
3aMBITICHO 3peHHEe WK UMaTe MO-4e¢CTH NPHNaIbLiH (TOBA CA CHMIITOMM Ha HUCKO HHBO Ha HATPUH B
KPBbBTA).

Tasu HexeNlaHa peakuuMsA € MHOFO pAjika H ce Habmoaasa npH nmo-mManko ot 1 Ha 10 000 maumeHTH,
HO MOXKe J1a U3MCKBA MEJAUIIHHCKA MMOMOIILL.

. AKo 3a0eJieXXMTe CHMITTOMH IO/ICKA3BAlIM HAPYIUEHUS Ha KPBBTA KATO YMOPSIEMOCT, 3aIbXBaHe MO
BpeMe Ha (PU3MHYEeCKH yCHIUs, GlieIoCT, r1aBoonue, CTyAeHU TPBIKH, 3aMaiBaHe, YeCTH HHPEKLUH
BOACIIH [0 BHCOKa TeMmnepaTrypa, BBINAJIEHO IBPIO, A3BM B YCTaTa, KbpBEHE HAM IO-JIECHO
IOCHHABAHE OT OOHYaHHOTO, KPBEBOM3JMB OT HOCA, YEPBEHHKABH MJH MyPIYPHH IUIAKH, HAHM
HeOOsSCHHMM IIeTHA MO KOXKATa.

Ta3u HexkeslaHa peakiis € MHOTO psjKa U ce mosBsABa Mpy no-Maiuko o | Ha 10 000 nauueHTH, HO
MOKE Ja Hajlara MeMIIMHCKA TTIOMOLLI.

-

leym HCIKC/IAHH pCAKIIHHA, KOUTO MOTAT fa C€ ITOABAT.

Muozo wecmu (3acsizawyu nogeve om 1 nayuenm na scexu 10).

. 3aMaiiBaHe, yMOpa WK CBHIMBOCT, IV1aBO0OOIHE
. JIBOMHO BHDKAAHE
o IIpuioluaBaHe WM NOBPHILAHE.

Hecmu (3acizawu edun 0o 10 nayuenmu na 100).

Hucku HHBa Ha HaTpuii (conTa) B KpBBTA

O6wpkBane, genpecus, anarus, Bb30ya WM APYTH NPOMEHH B HACTPOSHHETO

3aMBITICHO BIDKIAHE, HEKOHTPOJIMPYEMH JBHKCHHA Ha OUHTE WIM APYTH 3PHTEIHH HAPYINCHHUS

3aryba Ha KoOpHUHALMA, TPENEPEHE, HEBB3MOKHOCT J1a C€ KOHLIEHTPUpaTe, HapyIISHUI HA TIaMeTTa
Jmapus Wiy 3anek, kKopeMHa OoJIka

Ob6pus, akHe

Koconan

YyscTeo 3a cnabocr.

Hevecmu (3acszawu edun 0o 10 nayuenmu na 1 000):

. Coppbex

. IIpoMeHH Ha KpbBTa, KaT0 HamancH Opoil Ha OenwTe KPBHBHH KIETKH M [OBHINCHH HHBAa Ha
YSPHOAPOOHH EH3UMHU,

Mnozo pedxu (3acazawiu no-manxo om edun nayuenmu Ha 10 000):

e  IIpomMeHH B KpBBTa KaTO HaMaJICH OpPOH Ha KJIETKHTE, KOMTO YJacTBaT B CECHPBAHETO (TPOMOONMTH),
BB3NANICHUE Ha 33/ICTOMAIHATA »JIe3a U IIPOMEHM B KMYHHATa CHCTEMA ¢ BE3MOYKHA TMOABA Ha 00JIKa
B KpalHHHULIMTE, NIOBHILICHA TEMIIEPATypa K IPOMEHU B YepHOApoOHaTa QYHKIHSL.

Heuzsecmuu (vecmomama um ne modice 0a 6v0e onpedereHa om HaruyHume OaHK):
. BuUcoxo KpBEBHO Ha/lAraHe.

AKO HSKOfA OT HEXKEJIAHHUTE JICKADCTBEHH PEaKLu¥ CTaHE CEpHO3HA, WK 3aleNie)kuTe APYrH, HEOIHCAHH B
Ta3H JTHCTOBKA HEXKEJIAHH PCaKIMH, MOJIA yBeioMmeTe Bamus iekap wiM papMaileBT.

5. KAKJA ChbXPAHSABATE TEBAJIEINITHH daamupann TadaeTkn

CobxpaHsaBaiiTe Ha MACTO, HEAOCTHITHO 3a JELIA.




He wusnonspaiite TEBAJIEIITHUH ¢unMupann tabnerku cien cpoka Ha roiHoct otT0ens3aH BBPXY

6nucrepa M KapTOHeHaTa oniakoBKa ciiefl “T'onen 10:”. CpokbT Ha FOJHOCT OTTOBAPA HA MOCIEIHUA JEH OT
MOCOUEHHA MECEIL,

Toan JICKAPCTBCH IPOAYKT HC H3NCKBa CIICHHHAITHH YCIIOBHA HA ChXPaHCHHE.

JlekapcTBara He TpsOBa Ja ce U3XBBPAAT B KaHAJIW3ALMATA MJIH B KOHTeHHepa 3a JOMAHIHH OTHAaJBbLIH.

[Tonurakite Bamma ¢papmanesT kak Ja YHHIIOXKATE HEHYXHHATe BH nekapcTBa. Te3u MepKy IHe CIIOMOTHAT
3a OIa3BaHE Ha OKOJIHATA CpEAa.

6. HOITBJIHUTEJIHA HHP®OPMAIINA

Kakso coanpxa TEBAJIEIITUH duamupann tabnerkn

° AKTHBHOTO BellleCTBO € okckapdasenuH (oxcarbazepine). Beska punmupana Tabnerka cpaspixka 150,
300, 600 mg okckapbazemnuH.

. Hpyrure cbCeTaBKH ca:
Copyesurna na mabaemxama:. NaKTo3a MOHOXHMIpPAT, LAPEBHYHO HHUIIECTE, KPOCIMOBHJAOH, TOBHACH
(K-30), HaTpueB HuillecTeH TIIMHKoONAT (THO A), CHIHLUEB NWOKCHI, KOJOWACH, Oe3BOICH M
MArHE3HWeB CTeapar.
Qunmoso noxpumue:. xunpomenosa, Makporoa 6000, makporon 400, turanoB aumokcun (E171),
Kene3eH okcH, XKuaT (E172), ¢eHeeT KeaTo anymunues jak (E110).

Kax msrnexga TEBAJIEIITHUH daavMapanns Tab/leTKH H KAKBO ChAbLPKA ONIAKOBKATA:

. PunmupaHa Tabnerka.

. TEBAJIEITTHH 150 mg ¢punMupann TabiieTKH ca »KBATH A0 TBMHO XBJITH QUIMUpaHU TabOJICTKH C
karncyjaoBugHa ¢opma. Eqnara cTpaHa Ha TabneTkata € paseieHa HaloJIOBHHA M rpaBypaHa ¢ “9” ot
€JJHATA CTpaHa Ha AeJIMTeNHaTa vepra u “3” ot apyrara. JIpyrara crpaHa Ha tabneTkara € pasjgeneHa
HAIMOJIOBUHA M TpaBHpaHa C¢be “72” OT eJHaTa CTpaHa Ha JeNMTENIHaTa depra M “81” or Apyrarta.
Tabnemxama modice 0a 6v0e pazoenena Ha 08e PAGHU NOSOBUHU.

. TEBAJIEIITHUH 300 mg ¢uimMupanu TabileTKH ca 5KBITH 10 TBMHO KBJITH PUIMUPAHN TaORETKM ¢
KancyjoBujHa opMa. EqHaTa cTpaHa Ha TabneTkaTa e pa3zefieHa HalloJIOBUHA M I'paBupaHa ¢ “9” ot
€HaTa CTPaHAa Ha AenuTenHara Yyepra u “3” or apyrara. JIpyrara ctpasa Ha Tabnerkarta e pa3jencHa
HAMOJIOBHMHA M rpaBUpaHa c¢bC “72” OT €QHaTa cTpaHa Ha AeJIUTe]HATa vepra U “82” or gpyrara.
Tabremxama mooice 0a b6voe paszdenena HA 08e PAsHU NOAOEUHU,

* TEBAJIEIITHH 600 mg ¢unMupaHu TabeTKy ¢a >KBJATH A0 TBMHO XBITH GUIMHUpaHN TabJIeTKHU C
KancynoBuaHa ¢opma. Ensara ctpaHa Ha TabieTkaTa € pa3fesieHa HarloJIOBHHA M I'paBHpaHa ¢ “9” oT
e[HaTa CTpaHa Ha IeAWTeNHaTa Yepta 1 “3” ot apyrara. J{pyrara ctpaHa Ha TabneTkara € pa3jeiieHa

HaIOJIOBHHA M FpaBHMpaHa ChC “72” OT eQHaTa cTpaHa Ha AEAUTEIHAaTa 4yepra U “83” oT apyrara.
Tabnemrxama mooice 0a 6voe pazdenenHa Ha 08e PABHU NOJOBUHL.
P P

. TEBAJIEIITHUH 150 mg ¢pwvnmupann TabneTky ce npeiarar B omakoBkH oT 1, 30, 50, 56, 100, 200
1 500 ¢unmupanu tabnerku. bonuuyHa onakoBka: 500 priMHpaHH TableTKHU.

o TEBAIJIEIITHH 300 mg ¢unmupanu tabnetku ce mpeniarat B onakoBkH ot 1, 30, 50, 56, 100, 200
n 500 punmupanu tabnetkn. bosruaHa onakoBka: 50 u 500 ¢pwiMHpaHu TabneTku.

* TEBAJIEIITHUH 600 mg ¢rnmupanu TabneTku ce npepnarar B onakoBku ot 1, 30, 50, 56, 100, 200
1 500 punmupanu Tabnerky. bonHuyna onakoBka: 50 u 500 ¢punmupanu TabieTKH.

° He Bcruxy BUIOBE ONAKOBKY MOFaT Aa ObJAT MyCcHAaTH B npoaaxosa.

[IpaTexaTen Ba pazpemenneTo 3a ynoTpeta a1 npoH3BOAHTE
HpuaTexkaTe,1 Ba pa3spelleHHETO 32 yHoTpeba:

Tepa Papmacrotuksiic benrapua EQQO/]
Vi “H.B. T'oron” Ne 15, eT. 1




1124 Codus
brarapus

IIpou3BoanATEAR:

TEVA UK Ltd

Brampton Road, Hampden Park, Eastbourne
East Sussex, BN22 9AG

AHrnus

Pharmachemie B.V.
Swensweg 5, Postbus 5352
2003 RN Haarlem

XonaHaus

TEVA Santé S.A.
Rue Bellocier, 82107 Sens
POpanuua

TEVA Pharmaceutical Works Private Limited Company
Pallagi ut 13

4042 Debrecen

YHrapus

TEVA Pharmaceutical Works Private Limited Company
Tancsics Mihaly Gt 82

H-2100 Godollo

YHrapus

IVAX Pharmaceuticals, s.r.o.
Ostravska 29, €.p. 305

747 70 Opava —K omarov
Yexus

To3n JexkapcTBEH NPOAYKT € paspelleH 3a ynorpeda B crpannTe-ujaenkHE Ha EEO moa ciaepmuTe
HMEHAa

BenukoOpuraHus: Oxcarbazepine 150 mg Film-coated Tablets
Oxcarbazepine 300 mg Film-coated Tablets
Oxcarbazepine 600 mg Film-coated Tablets

ApcTpus Oxcarbazepin Teva 150 mg— Filmtabletten
Oxcarbazepin Teva 300 mg— Filmtabletten

Oxcarbazepin Teva 600 mg— Filmtabletten
bwvnrapus TEBAJIEIITAH 150 mg ¢punMuapann TabneTkH

TEBAJIEIITHUH 300 mg ¢unMupann TabIeTKH
TEBAJIEITTHUH 600 mg dunmupanu TabneTkn
Kunwp Oxcarbazepin - TEVA 150
Oxcarbazepin - TEVA 300
Oxcarbazepin - TEVA 600
['epmanus Oxcarbazepin Teva 150 mg Filmtabletten
Oxcarbazepin Teva 300 mg Filmtabletten
Oxcarbazepin Teva 600 mg Filmtabletten
JHanus Oxcarbazepin Teva
Ectonus Oxcarbazepine Teva 150 mg
Oxcarbazepine Teva 300 mg
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[ spups

OUuHNaHus

®panuus

YHrapus

Hpnanaus

HUcnanus:

Hranus;

JlarBu4

JIuTBa
Manrta

Hopgserus

XoJaHaMA;

IIomma
llIBernus

Oxcarbazepine Teva 600 mg

Oxcarbazepine Teva 150 mg Emcadoppéve pe Aentéd vpévio Siokia
Oxcarbazepine Teva 300 mg Erucodoppévo pe Aentd vuévio dioxia
Oxcarbazepine Teva 600 mg EmxoAvppéva pe Aentd vuévio Siokio
Oxcarbazepine Teva 150 mg tabletti, kalvopiillysteinen
Oxcarbazepine Teva 300 mg tabletti, kalvopiillysteinen
Oxcarbazepine Teva 600 mg tabletti, kalvomallystemen
Oxcarbazepine TEVA 150 mg, comprimé pelliculé
Oxcarbazepine TEVA 300 mg, comprimé pelliculé
Oxcarbazepine TEVA 600 mg, comprimé pelliculé
Oxcar-Teva 150 mg filmtabletta

Oxcar-Teva 300 mg filmtabletta

Oxcar-Teva 600 mg filmtabletta

Oxcarbazepine TEVA 150 mg Film-coated Tablets

Oxcarbazepine TEVA 300 mg Film-coated Tablets

Oxcarbazepine TEVA 600 mg Film-coated Tablets

Oxcarbazepina Davur Teva 150 mg comprimidos recubiertos con pelicula EFG
Oxcarbazepina Davur Teva 300 mg comprimidos recubiertos con pelicula EFG
Oxcarbazepina Davur Teva 600 mg comprimidos recubiertos con pelicula EFG
Oxcarbazepina TEVA 150 mg compresse rivestite con film

Oxcarbazepina TEVA 300 mg compresse rivestite con film

Oxcarbazepina TEVA 600 mg compresse rivestite con film

Oxcarbazepine Teva 150 mg plévele dengtos tabletés
Oxcarbazepine Teva 300 mg plévele dengtos tabletés
Oxcarbazepine Teva 600 mg plévele dengtos tabletés
Oxcarbazepine Teva

Oxcarbazepine Teva 150 mg Film-coated Tablets
Oxcarbazepine Teva 300 mg Film-coated Tablets
Oxcarbazepine Teva 600 mg Film-coated Tablets
Oxcarbazepine TEVA 150 mg filmdrasjerte tabletter
Oxcarbazepine TEV A 300 mg filmdrasjerte tabletter
Oxcarbazepine TEV A 600 mg filmdrasjerte tabletter
Oxcarbazepine 150 mg PCH, filmomhulde tabletten
Oxcarbazepine 300 mg PCH, filmomhulde tabletten
Oxcarbazepine 600 mg PCH, filmomhulde tabletten
Epinorm

Oxcarbazepine Teva 150 mg filmdragerade tabletter
Oxcarbazepine Teva 300 mg filmdragerade tabletter
Oxcarbazepine Teva 600 mg filmdragerade tabletter

JaTa Ha nocjieAHo og00peAHe HA JIHCTOBKATA

Maii 2009




