JIucroBKa: Illl(])O[)Mi"]llﬂ 3a NauHeHTa

Tecnaaan® 20 mg/5 mg puamupann tadiaerku
Tespadan® 20 mg/5 mg film-coated tablets

Tecnagan® 40 mg/5 mg Gpuamupann TadiaeTkn
Tespadan® 40 mg/5 mg film-coated tablets

Tecnagan® 40 mg/10 mg puamupann tadaerkn
Tespadan® 40 mg/10 mg film-coated tablets

OsimecapTaH MeI0KCOMHII/ AMIIO/IMITHH
(Olmesartan medoxomil/Amlodipine)

l‘lpocheTc BHHMATEC/IHO USAJIATA JIHCTOBKA IPEAN 14 3ANI0HETE 1A IPHEMATE TOBA JIEKAPCTBO,
ThH KaTO TSl ChAbLPAKA BaskHa 32 Bac undopmanns.

L 3anasere Ta3u JIHCTOBKA. Moske 1a ce Ha/lO&KH /1a s IPOUETETE OTHOBO.

- AKO MMaTe HAKAKBHW JIOITBJIHUTEIHH BBLIIPOCH, nonuTaite Bawmns nekap win (papmatient.

. Topa nekapctBo e npeanucado auuHo Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To moxe
J1a UM HaBPE/IH, HE3aBUCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00/15BaHe ca CblUTe kKaTo Bawure.

. AKO nostyunTe HAKAKBH HEKEIaHH JIEKAaPCTBEHN peaklnu, yBejomete Balumns nekap wim

¢apmaniet. ToBa BKJIIOUBA H BCHUKH BB3MOMKHH HEKeJTAaHW PEaKkiMH, HEONMCAHH B Ta3H JIMCTOBKA.
Buxre Touka 4. e

;.. M MHIAT

Kakpo ¢bbpiKa Ta3H JHCTOBKA

Kakeo npencrasiassa Tecnanan®™ u 3a kakBo ce M3nos3Ba
Kakgo TpsabBa j1a 3HaeTe npeau na npuemete Tecnanan™
Kak j1a npuemare Tecnagan™
Bb3MOKHH HexKeJlaHH peakiinu Ba/ R—! X k(& Y ‘-(
Kak na cbxpanssare Tecnagan®™ |

CobabpKaHHe Ha ONAKOBKATa M JIONbIHUTENHA HHpOopMall JIGOBPOHUS M .........
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1. KakBo npeacranisipa Tecnagan® n 3a KAKBO ce H3110/13Ba

'[‘ecnaﬂan"‘ CbAbpP7Ka JIBE AKTHBHH BCLLECTBA, HAPCUYCHH OJIMECAPTAH MCIOKCOMHIT H aMJIOAHITHH (I'IO)I
(bopmam Ha aMJIOJIMTTHHOB 663]«1.1'!‘(’1T). M neete BellecTBa crioMarar 3a KOHTpOJIa Ha BUCOKOTO KPBbBHO
HanAaraHe.

. OusiMecapTal MEJIOKCOMMII TPHHAUIEHKH KbM FpyIa JIEKapeTBa, HapeueHH “anrnorensun-I1
PELENTOPHH aHTarOHUCTH, KOHUTO NOHHKABAT KPbBHOTO HaJlAraHe MocpeICTBOM pa3lliHpsaBaHe Ha
KPbBOHOCHHTE CBH/IOBC.

. AMJIOJIMINH MPUHAUIEKH KbM Ipyra BelllecTBa, HapeueHH “ONoKepH Ha KalllMeBUTe KaHalu™.
AMIIOZIMIHH CNHPA NPEMHHABAHETO HA KaJILMA B CTEHATA HA KPbBOHOCHHSA Cb/1, KOCTO NMpe0TBpaTsIBa
CBHBAHETO HA KPBBOHOCHHTE CH/JIOBE H M0 TO3H HAUWH CBLIO TaKa MOHWIKABA KPBLBHOTO HaJlAraHe.

}LCﬁCTBHC'I'O H Ha JIBE€TC aKTHBHH BCLICCTBA JONPHHACA 3a NMPCYCTAHOBABAHC CBHBAHCTO HaA
KPBLBOHOCHHTE CBA0BE, TaAKa 4C KPBBOHOCHHAT Cb/1 CC OTNIYCKA U KPBLBHOTO HaJ1AIdHe CC NOHHWKaBa.

FI‘CCI'IEUI('III:R' CE NpHiara 3a JieHecHue Ha BHCOKO KPbBHO HallaraHe rnpv nauMeHTH, NnpH KOUMTO KPbBHOTO

HaJlIsiraHE HE C¢ KOHTPOJIHpa 10CTaThYHO IMPH CAMOCTOATEIIHO MPHITOKEHHE Ha oiMecapTaH
ME/1IOKCOMHIT HITH aMJ10JIMTTHH.

2. Kakso T])HGB'.I Jla 3HaeTe Npean 1a npemMere chnanan@ {f




He npuemaiite Tecnagan®

. aKO CTe anepruyHy KbM OIIMECAPTaH MENOKCOMMI HITH KbM aMJIOJHAKH, WIIK KbM ONpefeneHa
rpyna 6;10kepy Ha KaMIMEBHTE KAHANH, TUXHPONUPHIHHHTE, UM KbM HAKOS OT OCTAHAITHTE
ChCTABKH Ha TOBA NekapcTBO {M30poeHn B TouKa 0).

AKO cMATaTe, "ue MOXKe J1a CTe aJlepruyHy, obcbaeTe ro ¢ Bawns nexap npean aa npuemere
Tectragan™:

. ako cte OpeMeHHa cnel TpeTHa Mecel oT HpemenHocTTa. ([IpenopbunTenHo e Aa ce u3barea
ynotpebara na Tecnagan™ n no Bpeme Ha panHa GpEMEHHOCT - BUXKTE TOUKa “Bpementoct u
KLpMeHe”);

. ako umare auadeT WK HapylleHa 6bOpeyHa PYHKLAA 1 ce NeKyBaTe ¢ IeKapcTBO 3a
MOHWXaBaHe Ha KPbBHOTO HANATaHe,, ChABPHALLO ATHCKHPEH;

. aKo MMaTe TeXkKKH NpobraeMH ¢ uepHHUs Apob, ako OTAENAHETO Ha HUTbYKA € HAPYILEHO WIIH
NPEMHHABAHETO Ha AUThUKA B HUTbYHUSA MEXYP € 3aTpyIHeHO (Hanp. MpH KAMbHH B AUTBYKATA) UIH
AKO HMaTe XbITEHHLA (NOKBATABAHE HA KOKATA H OUHTE);

. aKO MMATEe MHOIO HHCKO KPbBHO HaltAraHe;

] aKo CTpajaTe OT HEOCTaTbYHOCT Ha KPbBOCHaOAABAHE HA TBKAHHTE ChC CUMIITOMM KaTO HUCKO
KPbLBHO Hansrale, cnal nync, yuecTena cbp/ieyuHa AeHHOCT (0K, BKIHOUHTENHO KapAHOTEHEH LLIOK).,
KapnuoreHeH mok 03Hauaga IOK, BCIEACTEHE HA TEKKH CbPAEYHH HAPYLIEHWS;

. aKo OTHYaHETO Ha KPBBTA OT ChPLETO € HapylueHO (Hamp. MOpaan CTECHABAHE Ha aOpTaTa
{aopTHa cTeHo3a);
. aKo MMaTe HaManeH cbpAeueH AeOHT (KoeTo BOAM A0 3aayX Min nepudepHl oToLH) crel

chbpaeueH HHpapKT (oCTbP MHOKapAeH HH(GAPKT).

Ipexynpexaennn H npeanasHii MEPKH
ToopeTe ¢ Bawus nekap niau dapmauesT npeju fa npuemerte Tecnanan®.

FOBOPETB ¢ Bauus JICKap, aKo [IpHEMATE HAKOC OT CNCAHHTC NICKAPCTBA, H3NOA3BAHH 34 NICHCHHE Ha
BHCOKQ KPBBHO HaNAraHe:

. ACE uHXMOHTOp (HarnpUMep eHANATIPUIL, JIM3HHONPUA, pAMHNPHA), 0co0eHD ako uMare
6b6peunn NpobneMH, cBLp3aHH ¢ THabeTa.
" ATHCKHPEH

Bauruar nekap Moke nepHoAMMHO aa npoeepaBa 6b6peyHaTa By dyHKLMS, KPBBHOTO Hansrale u
KOAHMYECTBOTO Ha ENEKTPONHTHTE (Hanp. kanuit) B kphera BH.

Buxre cruio undopmaunara osarnasena “He npuemaiite Tecnaman™.

l"oaope’re ¢ Bamns JieKap, ako MMaTe HAKOH OT cneqHHTE 3ApaBOCIIOBHH npoﬁneMM:

. npobnemu ¢ 6BCpeunTe NN UMaTE TpaHCIIaHTUPaH OBOpeK;

= yepHoApobHO 3abongBaHeE;

. ChpAEYHA HEAOCTATHYHOCT MK NpobReMH ChC ChPASHHHUTE KIIAMNH MK CbPASYHUA MYCKYI;
= TEKKO NOBpPbLIAHE, IHAPHS, TCUSHHE ¢ BUCOKH 103K “OTBOARABAULH TAONETKH” (AMYpPeTHLMN)
WNIK aKO cnazBate AKeTa, DeaHa Ha con;

n NOBHLIEHH HUBA HA KAIWH B KPLBTa;

u npobnemn c HandBLOpeuHUTE He3n (KIe3n, KOWTO 00pa3yBaT XOPMOHW, HAMHpaLlK ce Haj
61b0peunTe).

CB’bp}KeTE ce c Bawnsa JIEKApP, aKO NMONYYHTE AHapHA, KOATO € TEXKA, NpOABLDKHTE/IHA H ITPHYHHABA
3HAYUTEIHHU 331"}/6“ Ha Terno. BawusT JIEKap MOXE Ja OLICHH BaiuTte cHMOTOMH H 1a NMPEUEHH KaK
Ja NpoaABIXKH NEYEHHETO HA BUCOKOTO KPBEEHO HalATaHe,

['oBopete ¢ Bawna nekap, ako noryudte KopeMHa Sonka, rajieHe, NOBPbUIAHE WK JHAPHA Chell
npuem Ha Tecnagan™. BawmaT nexap e B3eMe peLlUCHKE 3a NO-HATATLLWHO NeueHUe, He cnupaiite na
npuemate nekapcTBoTo Tecnagan™ caMocTOATENHO. <00 Mg
s - "‘f\ H
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KakTo npH BCAKO 1€KapCcTBO, KOETO [TOHMKABA KPBBHOTO HaisraHe, pA3KoToO cnaaane fa $b REOFD
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cbpaeueH HHGApKT unKu no nHeynT. Iopaan Tora Bauar nexap BHUMAaTENHO LiIe NTPOCNEAABa
KpbBHOTO By nansraue.

Tpsabea na ungopmuparte Batus nekap, ako cMATare, ye cre OpeMeHHa (WK MNaHupare
Gpemennoct). Tecnagan™ He ce npenopbysa B pania GpeMeHHOCT M He TpabBa aa ce nprema cien
TPETHSA Mecell 0T OPeMeHHOCTTA, Thil KaTo TOBa MOXe CEPHO3HO da yBpeau Bamero 6e6e, ako ce
W3[I0N13Ba B TO3H NiEpHOJ Ha HpeMeHHOCTTa (BIDKTE ToUka “BpeMERHOCT B KbpMeHe™).

Jdena n wnomu (noa 18-roanmna sLipacT)
Tecnanan® He ce npenopb4Ba Npy AeUa K KOHOLWLK 1oA 1 8-roAnLIHa BB3pacT.

JApyru nexkapcrsa u Tecnagan®

Hudopmupaiite Bawus nekap uiu apMalesT, ako MPHEMATE, HACKOPO CTE MPUEMAITH HITH MOXKe 1a
NPHEMATE KOETO M J1a € OT CNEIHKTE NlekapcTra:

. Jpyru nexapcTsa, NOHHKABAIMH KPbBHOTO HAIATAHE, THil KATO MOXKE Aa YCHIAT epekTa Ha
Tecnanan® K na ce yBeIM4M 4ECTOTATA HA HEXKENAHHM PEaKLMH.

Mosxe fa ce Hanoxu Bawnat nekap na npoMeny qo3ata By v/WiH na B3eMe Npyru npeanasHi MepKH:
Axo npuemare ACE HHXHOHTODP HIIM allMcKMpeH (BHXKTe Chllo HHpOopMaLMATa o3arnaBeHa “He
npuemaitre Tecnagan™” u “TlpenynpekaeHUS U NPeANasHH MepKH™).

= JoGaBKH, KOHTO CLABPKAT KAJIHi, 3AMECTHTEIH HA COJITA, KOHTO CBABPXKAT KalHii,
“oTBOAHABAIIH TabmeTkn” (AHypeTHLHM) HIH XenapHH (32 pa3pexaaHe Ha KPbBTa H
NpeNOTBpaTABaHE ChCUPBAHETO HAa KPbBTa). YnoTpebarTa Ha Te3M IeKapcTBa €HOBPEMEHHO ¢
Tecnagan® Moxe Aa fAoBee 0 NOBHIUABAHE HA HHBATA HA KAIHA B KPBBTA.

= JInTHii (nekapcTBO, KOETO ce Mpuara 3a TeUeHHE Ha pa3cTpoHCTBA B TTIOBEACHUETO H HIKOH
TUNOBE JAENPECHS), KOraTo Ce Npuiara eAHoBpeMeHHo ¢ Tecnaaan®, Moxe 1a NOBULIK TOKCHYHOCTTA
Ha NUTHA. AKo TpsOBa fa npreMare JUTHHA, Balumdar nekap 1ie n3mMepH HUBAaTa HA JIMTHR B KPbBTa BH.
. Hecteponnau npoTHBoBh3nanuTenuu cpeacrsa (HCIIBC, nekapcTBa, M3non3BaHH 3a
obnex4aBaHe Ha Oonka, MOAYBaHE U APYTH CHMITTOMH Ha Bh3NalieHHe, BKIIOUHTENHO apTpHT),
NIPWIOKEHH eiHOBpeMeHHO ¢ Tecnanan®, MOraT 1a NOBHIIAT pUCKa OT OLOpeuHa HEIOCTATHYHOCT.
Edekret Ha Tecnanan®™ moxe na 6wae nouwked ot HCIIBC.

= KoJstecesenam xuapoxJopna, 1€KapcTBO, KOETO HAMANABa HHBATa Ha XONecTepon B KpbBTa B,
Thii KaTo edekTbT Ha Tecnagan®™ Moxe na Hamanee. Bawuar nekap Moxe aa Bu nocbeersa na
npremare Tecnagan™ nowe 4 yaca npely KoNecesesiaM XHAPOXJIOpHA,.

= OnpepeneHn aHTHANMAN (1€KAPCTBA 33 HAPYLIEHO XPAHOCMH/IAHE HITH KHCEITMHHM), Thil KaTO
MOXE JIEKO Ja NOHMXKAT edexta Ha Tecnagan®.

= Jlexapcrea, npnaarainu 3a aedenne Ha HIV/CIIMH (Hanp. puTOHaBUp, HHAHHABHD,
HeipHHABHP) HAH 32 1eeHHe Ha rLOMYHN HHdekIHH (Hanp. KETOKOHA30M, HTPaKkoHasoN).

] JAnatnazem, BepanaMia (BeLIECTBA, KOWUTO Ce€ NPHNArar npy npobnemMH ¢be ChpACHHHA PUTHM
¥ BUCOKO KPbBHO HanAraue).

. PudpamMnuiung, epUTPOMHIHH, KIAPHTPOMHLIHH (AHTHOHOTHIH), BELLECTRE, KOWTO Ce
M3MON3BAT 32 JleueHKe Ha TyOepKyJo3a HaK OpyrH HHEKLHH.

. Knar kautapuon (Hypericum perforatum), 6unxa.

» JanTponen (MHDY3HA 3a TEXKKH OTKIOHEHHS B TEMINEPATYPATa HA TAIOTO).

. CnMBacTaTHH, BElECTBO, KOETO Ce NpWIara 3a HaMaliBaHe Ha HUBATA HA XONECTEPON H
Ma3HHHWUTE (TPUINULEPHUAN) B KPBBTA.

. TakpoaaMye, NMKAOCTOPHH, H3NON3BAHH 33 KOHTPON Ha Bawara uMyHHa cucTeMa,

TIO3BCMIABalUHY Ha BaweTo Tano na MpHEME TPAHCIINNaAHTHPAHHUTE OpraHH.

Hndopmupaiite Bawna nexap unu apMaueBT, ako NpHeMare, HACKOPO CTe NPHEMANK UMK e
BBH3IMOXKHO 13 fIpUeMaTe 1pyrH JleKapeTsa.

Tecnaaan® ¢ xpaHa W HANKTKH
Tecnanan™ Moxe 1a ce NpueMa ¢ unu Ge3 xpaHa. [oreiHeTe TabneTkaTa ¢ MaIKO TEUHOCT (Han
C uawa BoAa). AKO € BEIMOKHO, NpHeMaiiTe IHEBHATA CH 1034 110 EHO M CHLILO BpeMe BCEK
HaNpPHUMEP Ha 3aKycKa. ’
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Cok ot rpeiindpyT u rpeiindpyr He TpabBa Aa ce npHemaTt OT Xopa, KOMTo npuemat Tecnagan”. Toea

€ Taka, 3al10TO rpelndpYTHT M COKBT OT PendpyT MOKE Aa NOBEAT A0 YBEIHYABAHE HA HHBOTO B
OpraHu3Ma Ha aKTHBHOTO BENIECTBO aMJIOHIKH, KOETO MOXE A2 NPHUUHHA HENPEABHANMO YCHIIBaHe
Ha MOHWKABALLMA KPBBHOTO Hansrave edekt Ha Tecnagau®.

Craptuecka Be3pacT

AKO cTe Ha BB3pacT Haj 65 roauHu, Baiinar ntekap peaoBHO Le MIPOcaeasBa KpbBHOTO BH Hansrane
MPH BCAKO NOBHLJABAHE Ha 103aTa, 3a [Ja CC YBCPH, Y€ KPBBHOTO HaAAraHe HE cflaja NpeKaleHo
MHOTO.

YepuokoxH NanUeHTH
KakTo ¥ npu Apyry nofgo6HHU IeKapeTBa, MOHWKABALLMAT KPBBHOTO HanAraHe edekr na Tecnagan®
Moe 2a ObJlIe B W3BECTHA CTEMNEH NMo-cNab NpH YepHOKOKH MALMEHTH.

BpemMennocTt H KbpMene

BpemennocT

Tpsabea na undopmupare Baws nekap, ako cMATaTe, ue cTe OpeMeHHa (MM TI1aHKpaTe
6peMennoct). [To npasuno Bamuar nexap me Bu nockeeTBa fa NpeycTaHOBUTE NpHEMA Ha
Tecnanan®, ako nnanupare GpeMeHHOCT, HIK Be/IHATA CIIE] KaTo pasdepeTe, 4e cTe GpeMeHHa W 11ie
Bu nocwBeTRa 1a MpHeMaTe ApyTo nekapeTso BMecto Tecnanan®. Tecnapan®™ He ce npenopbusa npu
paHHa GpeMeHHOCT H He TpA6Ba Aa ce MpHeMa CIIS/| TPETHA MECELL OT OPEMEHHOCTTa, Thi KaTo MOXKe
cepuO3HO Ja yBpean Bawmero Oebe, ako ce U3MoN3Ba cea TpeTha Mecel oT OpeMeHHoCTTa.

Axo 3abpemeneeTe o BpeMe Ha neueHue ¢ Tecnanau®, mons, HesabaBHo undopmupaiite n nocerere
Bawng nexap.

Knpmene

Hndopmupaiite Baluua nekap, ako xspMuTe Hnn Bu npeacron kbpmene. YCTAHOBEHO €, Ye
AMJICAHITMH MIpEMHHAaRa B KbpMaTa B MAlIKH KOJIHYECTBA. TecnaﬂaH® HE Ce NIpenopbHBa NpH MKEHH,
KOHTO KbpMHAT. Bamnsr JICKap MOXE J1a Ha3HavH Jpyro JieHeHUe, ako JKeNaceTe Ja KbPMHUTE, ocobeHo
ako neteto Bu e HOBOPOIEHO MMM € POACHO NPEXIEBPEMEHHO.

AKO cTe OpeMeHHa MITH KbpMHTE, CMATATe, 1€ Moke Aa cTe GpeMeHHa WK TIaHupaTe OpeMeHHOCT,
nockBeTBaiiTe ce ¢ Baums nekap wiM ¢papMaleBT fpeaM ynoTpedaTa Ha TOBA IEKAPCTRO.

lodupane ¥ paGoTa ¢ MAIIKHA

ITo BpeMeE Ha 1€4YeHHE Ha BHCOKO KPBBHO HaIAraHe MOXKE Ja €€ YyBCTBATE CbHIIHB, HEPA3NOJIOKEH
WM 3aMagH, WK Ja NMojy4uTe riaBobonue. AKO TOBa ce ClyuH, He modHpaiiTte U He H3ToN3BaliTe
MALIMHH, TOKATO CUMNTOMHTE He OTUryMsT. O0npHeTe ce kbM Bainus nexap 3a CbBeT.

Tosa JiekapceTBO chbABPKa Mo-Manko oT 1 mmol HaTpwii (23 mg) Ha dunmupaHa TabneTxka, T.c.
NPaKTHYECKH He ChAbPKA HATPHH.
3. Kak 1a npuemare Tecnanan®

BuHaru npuemaiiTe TORa JEKapcTBO TOUHO KakTo By e kazan Bawuat nekap unu dpapMauerT. AKo He
CTe CHTYPHH B HEINO, nonuTaite Bawns nexap unu dapmauesr.

- [MpenopsunTenHaTa A03a Ha Tecnanan™ e enHa TabneTka NHEBHO.

= TabneTkuTe MOrart aa ce npueMat ¢ WM 6e3 xpana. IlorbnHete TabneTkaTa ¢ MajJko TEHHOCT
(nanpumMep ¢ vawwa Boga). Tabnetkata He TpaGpa na ce abBye. He npuemalite TabneTkute ¢he cok OT

rpedngpyr. e
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AKO ¢T€ NpHe/IN noBede 0T HeoOxoanmara no3a Tecnagan®

Axo cTe npHennd noseve TabneTkH 0T HEODXOMUMOTO, MOXKeE /12 YCeTHTE, e KphBHOTO Bu Hansrane e
HHUCKO CbC CHMITOMHM KaTO 3aMasgHOCT, Y4eCTeH WK 3abaBeH nync.

AKO cTe npHenH noseve TabNETKH OT HEOOXOHMOTO MK AKO AETE CIY4aHHO NorbiHe TabneTkH,
HezabaBHO oTHAETE Npy Bamua nekap W B HaH-0IM3KOTO CNEIHO OTACNEHUE H B3EMETE
OMaKOBKAaTa Ha NEKapCTBOTO CH MAMW TazH JIMCTOBKa ¢ Bac.

IToBHILIEHO KONHUYECTBO TEHHOCT MOXKe fa ce HaTpyna B Genure apodoee (GenoapobeH oTokK),
NpUUHHABAHKH 3ayX, KOWTO MOKe Oa ce pa3sue a0 24-48 yaca cien npyema.

AKo cte nponycuann aa npuemere Tecnanan®
AKO cTe MpPONyCHaNy Aa NpyeMeTe eqHa 103a, Ha crneflBallMa JleH BzemeTe oOWuaiiHaTa ch no3a. He
B2MMaliTe ABOHHA N03a, 33 Ja KOMIIEHCHpAaTe NPOMyCcHATaTa J034.

Axo cre cipein npuema na Tecnanan®
Baxxo e na npoannxkute aa npuemare Tecnanan®, ocsen ako Bawnst nekap ve Bu kaxe na cnpere.

AKO HMaTe HAKAKBH AON'BAHHUTENIHH BBITPOCH, CBLP3aHH C yn01‘pe6a'ra Ha TOBA NEKAPCTBO, MOJIA,
nonuTtaiTe Bamusg nexap nan gapmauert.

4, BL3MOXKHE HeKelaHH peakinn

KakTo BCHUKM NIEKapCTBa, TOBA NIEKAPCTBO MOXKE J1a NPEAN3BUKA HEXENaHH PeaKLHH, BLIIPEKH He He
BCEKH 'l nony4aea. B cnyuail ye HacTenAT, Te 06HuaiiHo ca Nexo M3pazeHH U He U3HCKRAT
IpeyCTaHOBABAHE Ha JIEYEHHETO.

Bbnpekn ye MOrart 1a HACTLNAT NPH MAJKO X0Pa, C/IETHHTE HeXeIaHH PEAKIIMM MOraT Ja
0LaaT cepno3Hn:

ATIEpriUiHK peaklUny, KOHTO MOraT Aa 3acerHaT UAIOTO TAJI0, ¢ MOAYBaHE Ha THLETO, yeTaTa H/unu
JapHHKca (TNacHHUTE BPb3KH) eJHOBPEMEHHO Cbe Chpbex M 0OpHB MOraT [1a HACTBIAT B XOA2 Ha
neyenue ¢ Tecnanan®. Axo ToBa ce cayun, cnpere npuema na Tecnanan® u uesabaeno ce
cBBpxeTe ¢ Bamnsa nekap.

Tecnanan™ Moxe 12 IPHYMHH CHITHO IOHMKABAHE Ha KPBBHOTO HAJATAHE TIPH NPEAPA3NON0KEHH
JIMLIA WIH BCJICACTBHE Ha anepriuHa peakura. ToBa MOXKE Jla MPHUMHH TEXKO 3aMaiBaHe WK
npunaasLUX. AKO TOBA Ce Cy4H, cripeTe npueMa Ha Tecnaaan™, HeszabagHo ce cebpxeTe ¢ Baums
JIEKAp M NIerHere.

C HeWZBECTHA YECTOTa: aKO UMAaTe NOKBITABAHE Ha OANOTO HA OUMTE, TEMHA YPHHA, cbpOex Ha
KOara, IOpH aKo cTe anouHany nevyeHveto ¢ Tecnagau® npenm aocTta BpeMe, HezadaBHO ce
cBLpikeTe ¢ Bamns nexap, koHTO 1ie OLEHH CUMOTOMHTE W LL[E TPELEHN Kak Aa MPOALIKHUTE
JIeYeHHETO 338 KOHTPON HA KPBEHOTO HANATAHE.

JIpyru Bb3MOKHH HexenaHn peakunn ¢ Tecnagan®:

YecTH (MoraT Aa 3acersar g0 1 wa 10 auna):
3amMasaHOCT; TAaBO0ONHE; MOAYBAHE Ha IIE3€HUTE, XOAMNATA, KpaKaTa, KHTKHTE MM pPBLUETE, ymMopa.

Heuectn (Morar aa 3acernar ao 1 na 100 1nna):
3aMasHOCT NpH HINPABAHE; JTUTICA HA €HEPTHS; UITPLIBAHE WK MPaBYUYKaHe Ha PhUETE WU KpaKaTa;
CBETORBPTENK; YCellaHe 3a ChplicbHeHe; yuecTeHa Chp/letHa 1eifHOCT; HUCKO KPBBHO HaIAraHe ¢
CHMITTOMH KATO 3aMasHOCT, BUCHE HA CRAT; 3aTPYAHCHO AWILAHE; KALUNWLA; FaAcHe; NTORPD
HapyLUIeHO XpaHOCMUWNAHE; IHAPKA; 3aMeK; CyXOTa B ycTara, Do/ka B TOpHaTa 4acT Ha KOp
oOpuB; kpaMnu; Honka B pbleTe H kpakaTa; Bonka B rbpbha; HeoOXOHMOCT OT AO-YECTO Y
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MOHHXKEHA CEKCYANHA AKTHBHOCT;, HEBB3MOXKHOCT 32 TIOCTHTaHE MW NMOATbKAHE Ha epekiius,
cnaboct.

CoL10 Taka ca HaORIORaBAHY HAKOW NPOMEHH B PEIYATATUTE HA KPLBHUTE TECTOBE, KOUTO BKIIOUBAT
C/IEIHOTO: MOBULUABAHE, KAKTO H NOHMAKARAHE HA HMUBATA Ha KanMd B KPBBTA, MOBUINEHH HUBA Ha
KpPeaTHHHHA B KPbBT4, NOBHILEHH HMBA HA MIMKOYHATA KHCEMMHA, NOBUILEHH YepHoapobHu
rokasaTenM (HMBa Ha raMa-rnyTamui TpaHcepasara).

Peaku (Morat aa 3acernar ao 1 na 1000 nuna):
CBp’bX‘-inCTBHTeJ'IHOCT KbM JICKADCTEA; NpUNAanbIH; 3a4HCPBABAHE H YCEUIAHE 34 3aTONNAHE HA
NHUETO; YepBeH cbpbaul obpue (KonpusHa Tpecka), MONyBaHe Ha NULETO,

Hexenann peakunn, cLodwenn Npn ynorpedara Ha oMecapran MeIOKCOMMII B aMIOAHIHH
HO0TAe/IHO, HO He TIPH ynm‘peﬁa'ra Ha Tecnanan® NJIH Haﬁnmnananu € MO-BHCOKaA MeCTOTAa:

Oumecapran MeJOKCOMMII

Yecern (Morar aa 3aceruar ae 1 ua 10 nuna):

BpOoHXHT, BB3MANEHO I'bPIOo; TEYALL HIH 2afyLUeH HOC; KAllNWLE; KopeMHa DoJiKa; CTOMaLHO
Pa3cTPOHCTBO; AMAPHA; HAPYILICHO XpaHOCMHNaHe; rafieHe; OONIka B CTABUTE WITH KOCTHTe; GoNka B
rbp0a; KpBB B YpHHATa; HH(PEKLMA Ha MHKOYHHUTE TbTHILA; 007Ka B IbpAWTE; rpUIonoaobHu
cuMnOTOMMU; Goltka, [IpoMeHH B pe3yaTaTHTe Ha KPBEHWTE H3CAEABAHUS KaTO MOBMIICHH CTORHOCTH Ha
JIHMHAAKTE (XHNEPTPHITTHUEPHAEMHA); IORNLLIEHH HHBA Ha ypesA U NUKOYHA KHCENTHHA B KPbBTA H
NOBHLLUABAHE HA NOKA3ATETHTE 3a yepHoaApeOHA U MYCKYTHA QYHKUHA.

Hewyectn (Morat aa 3acernar ao 1 na 100 anua):

[MonuskeH Gpoil Ha BUJ KPBBHH KIIETKH, T. HAp. TPOMOOLIMTH, KOETO MOXKE 1a IOBE/IE 10 IECHO
NosABsABaHe HAa CHHUHK WK YILIDKaBaHe Ha BPEMETO Ha KbpBeHe; Gbp3H anepruuii peakuuH, KOUTO
MOFaT [1a 3acerHar UanoTo TANO W Aa AOBeaT A0 3aTPYOHEHO NHLIAHE, KakTo U 1o Obp30 cnafaHe Ha
KPBBHOTO HaNAraHe, KOSTO MOJe Aa JoBele AOPH 10 Npunaabk (aHaQuIaKTHUHH peaKkunu); aHrMHa
(6onka unn auckoMGOpT B FEPANTE, U3BECTHO KaTO aHMHHA MEKTOPHC); cLpOerk; Koxed oBpHB;
anepriuyeH KoxeH oOpuB; YPTHKApHA; NMOAyBaHe Ha THLETO; MycKy/Ha 60ika; YyBCTBO Ha
HepaznooKeHHE.

Peaxu (Morar aa 3acernar g0 1 na 1 000 nuna):

[MoaysaHe Ha TUUETO, YCTATA /UK NapUHKCA (TACHUTE BPB3KH); OCTpo OLOpetHo HapylueHue H
OLGpeyuHa HeOCTATHLYHOCT; CHHAMBOCT; MHTECTHHANEH aHFUOEAEM; TIQ/lyBAHE HA UepBaTa,
NPOABABALLIO CE ChC CHMITTOMH KaTO KopemHa 60J1ka, raneHe, NoBpbillaHe H JHapHA.

AMJI0ANNIHH
MHuoro 4ecTH (MOTAT Aa 3acerHaTt nosede ot 1 #a 10 auna):
Orok (3aAbpKaHe Ha TEUHOCTH)

YecTn (Morar aa 3acernar g0 1 va 10 anna):

KopeMHa 60J'IK3; ragcHe; rNoAYBaHE Ha ME3CHHUTE,; CEHIHBOCT, 3a4EPBABAHE H YCCLIAHE 3a 3aTONNAHE
Ha JIMUETO, 3PHUTEIHH HAapYICHNA (BKII['O'-II/ITGJ]HO ﬂBOﬁHO BHXKNAHE K 3aMBIIIEHO BHH(H&HC), yCeaHe
3a cbpuebHeHe, AMAPHA, 3aMEK, HAPYLIEHO XpaHOCMMIIAHe, KPaMIK, cltaboCT, 3aTPyAHEHO QUuIaHe.
Heuectn (Morart aa 3acernar ao 1 na 100 .mna):

ITpobneMH che CHLHSA; HAPYLIEHHSA HA CHHA, IPOMEHH B HACTPOEHHETO, BKIIOUHTENHO H BE3N0KOHCTBO;
AENPECHA,; paSﬂpa3HHTeHHOCT; TpeCKa, NNpOMEHH BLB BKYCa, npnnam:un;; WYM B YIUHTE (THHHTyC);
BAOLIABAHE HA aHrHHA NeKTOpHC (DONKa UM AMCKOMGOPT B IbPAMTE); HENPAaBHIIHA CbpeUHa
ﬂEﬁHOCT, Te€Yall WK 3aN0YILICH HOC; KOCoNaa;, NyprrypHH TOYKH HJIH IMETHA MO KOXKAaTa BCAEACTBHE HA
Mallk¥ KPbBOM3IMBH (RYpypa); NPOMAHA B LIBETA HA K0XKATa; NOBHIIEHO W3MOTABAHE; KOXEH ODPHB;

(oTAensHe Ha ypHHa); yBeMuaBaHe Ha FbpANATE NpU MbxKe; Bonka B rupaute; 00ika; 4yBeT
Hepa3nonmKeHne; YReNHYABAHE MM HaMallABaHE Ha TENECHOTO TErNO.




Peaxn {(morar aa zacertar Ao 1 na 1 000 auna):
O6BpKkBane

Mmuoro peaxn (morat aa 3acernar 0 1 1a 10 000 auna):

IMounxarane Ha Opos Ha GejMTe KPhBHH KJIETKH, KOETO MOJXKE Ja MOBMLUIM PHCKa OT UH(eKuus;
TIOHHKaBaAHEe 6p0ﬂ Ha €1HH BHA KPBBHH KIIETKH, HApPEUCHH TpOMGOLlHTH, KOCTO BOAH N0 JICCHO
NMOCHHABAHE WIH YRENHYEHO BpEME HAa KbPBEHE, NMOBUILABAHE Ha KPbBHATA 3aXap; NOBHILUEHA
TUIBTHOCT Ha MYCKYJTHTE H MOBMLIEHA PE3HCTEHTHOCT K'bM NACHBHH ABHXKEHHS (XHTIEPTOHMA);
H3ITPBIBAHE HJIH MpABYYKAHE HA PBRUCTC WH KpakaTta, CbpACHEH yaap, Bb3NaJd¢HHE Ha KPBBOHOCHHTE
CHAOBE; Bb3NAJIEHKWE Ha YEPHHUA ﬂp06 HJIK TTaHKpEaca; Bb3fTall€HHE Ha CTOMalllHaTa JIMraBuLa;
YIUTBTHABAHE Ha BEHLUHUTE, NOBHIICHH '-IepHOleOﬁHPI CH3INMH, NOKDBIITABAHS HA KOMKATA KU OHHUTE,
NoBHUIEHA YYBCTBHTENHOCT Ha KOXATa KbM CBETIIMHA, alIEPriviHH peaKLiuM: c1,p6e>1<, OGPHB,
NoAYBaHE Ha JIMLIETD, YCTATa W/HITH NapyHKca (TTacHUTE BPB3KH) €IHOBPEMEHHO Che chpOex u
ODpPHB, TEKKH KOMXHH PEAKLUH, BKIOUNTERHC H3pa3eH KOXKeH eOpHB, KONpPHBHA TPECKa, 3aucpBiBaHe
Ha KOXATa Ha UAJIOTO TANO, CHIIEH chpOelK, NOABa Ha MEXYDH, H3IIOLLBaHE U MOJYBAaHE Ha KOXKaTa,
BL3INMANEHHE HA JTUTABHLIHTE (CHHJ_IPOM Ha CTHB'bHC—ﬂ)KOHC'bH, TOKCHYHA eNHAEpMaliHa HCKpOJ’IHBa),
NOHAKOra JKHBOTO3acTpallaBally.

C Hen3BecTHA 4ecTOTA (OT HAJNMYHNHTE JAHHH He MoXe 1a Oble HANpaBeHA OlleHKa):
Tpemop, ckoBaHa nMo3a, MacKonoXoOHO ule, 3a0aBeHH ABHKEHHS, HecTabHIHA rnoxoJKa K BraveHe
Ha KpakaTa.

ChobaBaHe Ha HEXKeTaHH PeaAKUHH
AXO NoNy4YnTe HIKAKBU HEOXENAHH peakliuy, yeenoMere Bamng nekap unu $apmanest. Tosa
BKJIIOYBA BCHYKH BH3MOXKHH HEOIIMCAHU B Ta3H JIHCTOBKA HeXeNaHW peaku. MoskeTe cblio Ja
ChODLUHTE HeXXENaHU peakUHH IMPEKTHO Ype3 HALMOHAIHATA CHCTEeMa 3a chobluaBane:
M3nbsnHuTeNHA areHUUa o JexapcTeaTa
yn. ,Jlamas ['pyes” Ne 8
1303 Codus
Ten.: +359 28903417
yebcaiiT: www.bda.bg

Kato chofiiapaTe Hexenan peakliiy, MOKeTe Aa JIJETe CBOA NPHHOC 3a NONYyYaBaHe Ha MOBeYe
MHPOpPMaLIMA OTHOCHO BE30MacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak na cuxpansBare Tecnapan®
Jla ce cbXpaHfABa Ha MACTO, HEAOCTLITHO 3a Acua.

He n3nonzBaiiTe TOBa flexapcTBO Ciled CPOKa HA FOAHOCT, OTOENA3aH BbPXY KapTOHEHATa ONaKOBKa
cnen “I'oneH po:”. CpoKbT HAa FOAHOCT OTTOBAPA HA NMOCHEAHHA JEH OT [IOCOUEHHA MeCeLl.

To3u NEKAPCTBEH NMPOAYKT HE H3HMCKBA CINEHANHH YCIOBHA HA CBEXpaHEeHHE.
He H3XB'I:pJ'ISﬁT€ NICKapCTBaTa B KaHANHU3aluiaTa WiH B KOHTeﬁHepa 3a JOMAaWHHA OTNaabLIH.

[NonwuTadite Bawvs cbapmaueBT Kak [la U3XBBPIATE EKapcTBaTa, KOMTO BEME HE H3MON3BATE. Tesu
MCPKH LLHE CNOMOMHAT 3a ONa3BaHE Ha OKOJIHATa Ccpeaa.

6. ConabpikanHe HA ONAKOBKATA M AONBJAHHTENHA HRgiopManua

.
gy

Kakgo chabpxa Tecnazan®
AKTHBHHTE BEUIECTBa €A ONMecapTaH MeTOKCOMMIT U aMnoaunuH {noa gopmara Ha Ge3n
Besaka Tabnerka csawpixka 20 mg onmecaprad MeokcoMHI H 5 mg amnoaunun {noa ¢o
Oe3unar).



Besika Tabnerka cpabpaka 40 mg oiMecapTad MeIOKCOMMII M 5 mg amaoaunuH (1oj] opmara Ha
Oesunar).

Besika Taénefka C'bm,pxca 40 mg onMecapTan MeokcoMm it 10 mg amnonnnmi (noa (opmara Ha
Desunar). - ; :

JlpyruTe chCTaBKH ca:

C'prlCBHHa Ha TaﬁﬂETKaTa: lIﬂpCBHlIHO HHLUECTC, l'lpeH(CJiﬂTHHH"iMPElHD, CHHHU,H(I)HIJ,HP&H&
MMKPOKPHCTAIHA LeJYJ1I03a, KpOocKapMerio3a HaTpHi, MarHe3Wes cTeapar,

ObBuBKa Ha TabjeTKaTa: MOJIMBHHUIIOB a1KOX0J1, Makporos 3350, Tank, THtanos anokena (E171) n
senesen (II1) oxenn (E172, camo 3a puamupanure tabnerku Tecnaaan® 40 mg/5 mg v Tecnanau® 40
mg/10mg).

Kaxk usriexna Tecnagan® n KakBo ¢h1bpka 0NAKOBKATA

Tecnanan® 20 mg/5 mg ¢punmupann tabietky ca Genu, kpbriu ¢ Haamue C73 OT eaHaTa cTpaHa.
Tecnazan®™ 40 mg/5 mg Gpuamupanu TabeTKN ca KPeMaBH, KPBIJIH ¢ nanue C75 ot ennara crpana.
Tecnagan® 40 mg/10 mg dunmupann Tabnetkn ca kadenuKkaBo-yepeeny, Kpbrim ¢ nagnuc C77 ot
eaHaTa cTpaHa.

Tecnanan®™ ¢unmupany TabneTku ca HAIMYHK B 0NakoBKH oT 14, 28, 30, 56, 90, 98 1 10 x 28, 10 x 30
(uIMHpaHK TaBJIETKH U B ONAaKOBKH 0T nepdropupanu Gaucrepu 3a fo3osa eauiuua ot 10, 50 u 500
(UIMHpaHH TabJIeTKH.

He Bcuuku onakoBku morat ja ObJar 1ycHaTH Ha nasapa.
IIpuTe:kaTen Ha pa3pemieHHeTO 3a YNOoTpeda H NPOH3BOAHTE]

IIpumedsicamen na paspewienuemo 3a ynompeoa
Menarini International Operations Luxembourg S.A.
1, Avenue de la Gare

L-1611 JlrokcemGypr

Ipouzeodumen

DAIICHI SANKYO EUROPE GmbH
Luitpoldstrasse 1

85276 Pfaffenhofen

["epmanus

HITH

Berlin-Chemie AG
Glienicker Weg 125
12489 Berlin
['epmanmus

HJIH

Laboratorios Menarini, S.A.
Alfonso XII, 587

08918 Badalona (Barcelona),
Hcnanus

HJIH

Fine Foods & Pharmaceuticals NTM S.p.A.
Via Grignano, 43

24041 - Brembate (BG),

HMranus




Tosn nexapersen npoaykT e otopusnpan B crpannre wienkn na EUII noa caeasamnre umena:

Apctpus: Amelior 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Benrus: Forzaten 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Buarapus: Tecnanan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Kunsp: Orizal 20 mg/5 mg, 40 mg/5 mg, 40 mg/lO mg
Yexus: Sintonyn 20 mg/5 mg, 40 mg/5 mg, 40 mg/l() mg
Jlanus: Alea 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Ecronus: Sanoral 20 mg/5 mg, 40 mg/5 mg, 40 mg/l() mg
Gunnanams: Alea 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
®panims: Axeler 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
'epmanns: Vocado 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
[bpums: Orizal 20 mg/5 mg, 40 mg/S mg, 40 mg/10 mg
Vurapus: Duactan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Mcnanams: Alea 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Wpnanpua: Konverge 20 mg/5 mg, 40 mg/5 mg, 40 ‘mg/10 mg
Hranusa: Bivis 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Jlateua: Sanoral 20 mg/S mg, 40 mg/5 mg, 40 mg/10 mg
Jlurea: Sanoral 20 mg/5 mg, 40 mg/5 mg, 40 mg/10mg
JhiokcemGypr: Forzaten 20 mg/5 mg, 40 mg/5 mg, 40 m 0mg
Xonauaus: Belfor 20 mg/5 mg, 40 mg/5 mg, 40 mg/lO'in'é
Maurra: Konverge 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Hopeerus: Alea 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
TMosma: Elestar 20 mg/5 mg, 40 mg/5 mg, 40 mg/l() mg
[opryranus: Zolnor 20 mg/5 mg, 40 mg/5 mg, 40 mgfl'. mg
Pymbhus: Inovum 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 1 mg
Cnosakus: Folgan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Cnosenms: Olectan 20 mg/5 mg, 40 mg/5 mg, 40 mg/l(} mg
Mcnanus: Balzak 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg

lIaTa Ha NMOCJIeAHO npepasrjiekaane Ha JIHCTOBKaTa:
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