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Tecnagan® 40 mg/5 mg GuamMupans TabmeTRu" N i
Tespadan® 40 mg/5 mg film-coated tablets '

OnmecapTaH ME/IOKCOMUI/AMIOZIANIH
(Olmesartan medoxomil/Amlodipine)

TlpoyereTe BHHMATEIHO USLIATA JHCTOBKA NPE/IH 12 3aN04HeTe 1a IPHEMAaTe TOBA JIEKapCTBo,
Thil KATO T51 CHABPIKA BaskHa 3a Bac undopmanns.

- 3anazere Ta3u nMcTOBKA. Moske J1a ce HaJlOXKH J1a 4 IIPOYETETe OTHOBO.

. AKO MMaTe HAKaKBH JIOITBIHUTENHH BBIPOCH, NOnuTaiiTe Bamnsa nexap uim ¢dapmanesT.

- ToBa JiekapcTBO € NpeAnucato THdHo Ha Bac. He ro npeotcThnBaiite Ha apyru xopa. To Moxe
1Ia UM HaBpe/Iy, He3aBUCHMO Y€ TIPH3HAIIMTE Ha TAXHOTO 3a00/1gBaHe ca ChIMTE KaTo Bawure.

. AKO NOJIyunTe HIKAKBM HEKENaHH JIEKapCTBEHN peakuuH, yeejoMere Bavs nekap win

Cl)apMal.leBT. Tora BKJIIOUBA U BCUUKHU BB3MOXHH HEKEIAHHU PEEIKHI/IH, HEOIMNMCAHHM B Ta3H JIMCTOBKA.
Bwmxre Touka 4.

KakBo ¢habpsKa Ta3H JIHCTOBKA

I Kakso npeacraensapa Tecnagan® u 3a KakBo ce H3NON3BA

2, Kakeo Tps6Gea 1a 3naete npenv na npuemere Tecnanan®™

3.  Kak na npuemare Tecnanan®

4. Bb3MOXHM HEXKENAHH PEaKLMK

5.  Kaxk na cexpanspare Tecnanan®

6.  ChabpskaHHe HA ONAKOBKATa M JONbIHNTENHAa HH(OpMaLus
1. Kaxso npeacrasasnsa Tecnagan® u 3a KakBo ce n310,13pa

Tecnanan™ chabpska Be AKTUBHU BELIECTRA, HAPEUEHH ONIMECapTaH MEOKCOMMUI M amMI0MNnH (1o
dopmata na amnogmnunor 6eznnar). M apere peulecTsa CnomMarar 3a KOHTPOJ1a Ha BACOKOTO KPbBHO
HaJlrase.

e Onmecapran Menoxcomm NpUHAJIEKH KbM IPyTa JIEKapeTsa, HapeyeHH “al-lfuoTeHmH-II '
* PEUEeNnTOPHH AHTArOHHCTH”, KOMTO NOHIDKABAT Kp'BBHOTO HaJlAraHe MocpeiCTBOM pazmnpsnane Ha
KPHBOHOCHHTE CHIOBE. : :

. AMJIOIMITHH TIPHHAIUIEXKH KbM IPyNa BeleCcTBa, HapeueHH “6G/I0KepH Ha KallMeBHTe KaHalH:
AMJIOJMIH CNHpa NPEeMHHABAHETO Ha KA/ILMs B CTEHAaTa Ha KPBBOHOCHHA CB/1, KOETO NPE/IOTBPaTIBa
CBHBaHETO Ha KPHBOHOCHHTE ChJIOBE W N0 TO3M HAUMH CHILO TaKa NOHWKAaBA KPHBHOTO HaNAraHE.

JlelicTBHETO M Ha J1BETE aKTMBHH BELIECTBA IOTIPHHACH 32 NPEYCTAHOBABAHE CBUBAHETO HA.
: Kp‘bBOHOCHPlTe CBOBE, Taka e KPbBOHOCHHAT ChJL C€ OTIYCKa 1 Kp’bBch‘o Hassrase ce TIOHWKABA,

TecnanaH C¢ npujara 3a .nequue Ha BHCOKO Kp’bBHO HaJ'DII'aHE I'lpi'i l'.laLIHeHTH
- HaJIAraHe HeE ce Komponupa AOCTATBYHO IPH CaMOCTOATENTHO npnnoxceﬂue Ha
MEOKCOMMIT HITH AaMJIOIHITHH. : 2

2 Kakso Tps6Ba na 3naere npean aa npemere Tecnanan®



He npuemaiite Tecnapan®

. aKO CTe AJIEPruYHA KBM OJIMECapTaH MEJOKCOMMII MIIH KbM aMJ0/IMNHH, WM KbM ONpeAcIeHa
rpyna 610Kepy Ha KalnlMeBATe KaHATH, AMXHAPONHPHIANHHTE, HIH KbM HAKOA OT OCTAHAIMTE
CBHCTaBKH Ha TOBA JleKkapcTBO (M36poeHH B TouKa 6). :

" AKO cMsTaTe, Ye MOe J1a cTe anepruyny, obebaere ro ¢ Bamms exap npe):m na npnemere
Tecnanan®;

= ako cre GpeMeHHa clie/l TPeTHs Mecel] OT 6peMEHHOCTTA. (Hpenopquenﬂo e nace mﬁarna
ynorpe6ara na Tecnanan® 1 no BpeMe Ha paHHa GPEMEHHOCT - BHKTE ToUKa “BpeMeHHOCT 1
KbpMeHe”); ‘

. ako umate aquaber unu HapymeHna 6s6peuna GYHKLMA W ce JIeKyBaTe ¢ JEKapCTBO 3a
NOHWKABaHE HAa KPBBHOTO HAIArAHE,, ChAbPIKAL0 alMCKHPEeH;

. aKO MMaTe TeXKH NpobieMH ¢ YepHus Apob, aKo OTAENSHETO HA JKIIBYKA € HAPYLIEHO WITH
NpEMHMHABAHETO HA JKTHYKA B JKIBYHHA MEXYP € 3aTPY/IHEHO (Harp. NpH KAMBHH B JKIIbYKaTa) WK
aKO MMaTe XKbITeHHLA (NOXKBITIBAHE HA KOXKATA M OUHTE);

. aKO MMaTe MHOI'O HUCKO KPBBHO HaJlAraHe,

. aKo CTpajlaTe OT HEAOCTATBYHOCT Ha KpbBOCHA019BaHE HA ThKAHHTE CBC CUMIITOMM KAaTO HUCKO
KPBBHO Hajldrae, ciab mysic, yJecTena ChpieuHa AeHHOCT (IIOK, BKITIOUHTEINHO KapAMOreHeH HIOK).
KapayoreseH 1ok 03HayaBa OK, BCJIECTBHE HA TEXKH ChP/ICUHH HapyLIeHHs; :

*  aKO OTHYAHEeTO Ha KPBBTA OT CHPLETO € HApYIIEHO (Hamp. NOpajM CTECHABAHE HA a0pTaTa
(aopTHa cTeHo3a);
*  aKo UMaTe HaMaJleH chp/eueH JeOuT (KOeTo BOAM /10 3ayX WK NepudepHH OTOLM) cej|

chpaeueH HHhapkT (ocThp MHOKapAeH HH]apKT).

IIpeaynpexaeHns: H NpeANa3HH MEPKH
T'oBopere ¢ Bamus nexap unu gapmaLeBT Npejiu Aa npueMere Tecna,uam®

FOBOPCTC ¢ Bauus JleKap, ako npueMarte HAKOeE OT CJICAHHUTE JIeKapCTBa, U3N0J3BaHH 3a JICHEHHE Ha
BHCOKO KPBLBHO HallAraHeE:

. ACE unxu6utop (HanpuMep eHananpmi, JIM3MHONPHIL, PAMHUIIPHIT), 0CODEHO aKO UMaTe
610peunn npobiemu, CBbP3aHHU ¢ nHabeTa.
. AJTMCKHPEH

BawumsT nekap Mosike NepHOJIMYHO Na NpoBepsBsa 6u6peunata Bu dynkums, KppBHOTO Hallsrane H
KOJIMYECTBOTO Ha €IEKTPONUTHTE (Hanp. Kajuii) B KppeTa Bu.

Busicre chino unthopmanmaTa osarnapena “He npuemaiite Tecnanan®™”

FOBOPETE ¢ Bamns JieKap, ako HMaTe HAKOH OT CJIEAHMTE 31paBOCJIOBHHU HpOGﬂeMPl

*  npobaemyu ¢ 6b0peLyTe NI MMaTe Tpaﬂcnnanmpaﬂ 61:6pex

.w: " yepHOMPOGHO 3a60MsBaKeE; " : ;

. % _ ChbpJeYHa HelOCTaTHYHOCT HIIH npoﬁneMH CBC c'bp,uequme KJIany Wi C'bp,[le‘-fHHiI Mycxyn
- TesKKO MOBPBIIAHE, THAPHA, T€YeHHE ¢ BUCOKH J03H omonmnamn Tabnerku” (nnypemuu)
WJIM aKoO cria3pate Jueta, OellHa Ha con; ‘
" . TOBMINGHH HHBA Ha KaNHil B KPBBTA; - :

= npobnemu ¢ HanOBLOpeuHnTE Ke3n (AKN€3M, KOUTO 0GpasyBaT XOpMOHH HaMMpaLlUK ce Haj
61>6peume)

Cebpiere ce ¢ Bamus nexap, aKo MOJIy4YUTe JIHApHs, KOATO € TEXKKa, MPOABLKHTENHA W NIPHYHHABA
3HaUMTENHM 3aryOu Ha Terlio. Bawmat gekap Moyke /ia oleHy BawyTe CHMNTOMH 1 Ja Hpe]_{BHH KaK
J1a POJIBJIKH JICYEHHETO Ha BUCOKOTO KPBBHO HallArane. -

KakTo npH BCAKO JIEKapCTBO, KOETO NOHIKABA KPBBHOTO HaJlsFaHe, pA3KOTO cnanaﬂe Ha

Kp'bBHOTO Bu nanarane.




Tpsa6sa na undopmupate Bawns nekap, ako cmatate, ye cre OpeMeHHa (Man nhaHupare
6pemenHoct). Tecnanan® He ce npenopbyea B paHHa GpeMeHHOCT M He TpAOBa a ce npuema cinel
TpeTHs Mecell OT GpeMEHHOCTTa, THH KaTo TOBa MOXe CEpPHO3HO Ja yBpenu Bamero Gebe, ako ce

- M3MOM3Ba B TO3M NepHoJl Ha GpemMeHHocTTa (BHXKTe Touka “BpeMeHHOCT M KbpMeHe™).

,[[eua H IOHOIIH (non 18-rognmmua BB3pacT)
Tecnanan® He ce npenopbyBa NpH Aiela ¥ IOHOLIN 110/ 1 §-roiniIHA BB3pacT.

Jlpyrn nexapersa n Tecnapan®

HWndopmupaiite Bamms nexap uinn gapmaiest, ako npHemare, HaCKopo cTe NPUEMalIi Il MOXKe fa

TIpHeMaTe KOETO M J1a € OT CJIeIHUTE JIeKapcTBa:

= Jlpyru nekaperBa, NOHHKABAIIH KPHBHOTO HAJISITaNe, Thil KATO MOXKE Ja YCUIAT eekTa Ha

Tecnanan® u j1a ce yBenMuM YeCTOTATA HA HEXKEJIAHN PeaKLMy.

Moske fa ce HaoKH BaluusT nexkap Aa npoMeny fnosara Bu n/unu na B3emMe Apyru npeanasHi MEpKu:

Axo npuemarte ACE HHXHOHTOp WK alMCKUpeH (BIDKTE Chilo HHpopMauuaTa o3arnaseHa “He

npuemaiite Tecriagan™ u “IpenynpesxieHns U NpeanasHyu Mepku”).

- JTo6aBKH, KOHTO ChIbPKAT KAJINii, 3aMeCTHTE/IH HA COJITA, KOHTO ChAbPKAT KAIHI,

“orBoHABAIM TabneTkn” (IMypeTHLH) WK XenapHH (3a paspesk/iaHe Ha KPBBTA M

NpefoTBpaTsABaHe CHCHPBAHETO Ha KPBbBTa). YnoTpebaTa Ha Te3M JIEKapCcTBa eIHOBPEMEHHO C
Tecnanan® moxe 1a aoBe/ie 10 NMOBHIIABAaHE HA HUBATA HA KAIWs B KPBBTA.

. JIuTuii (lekapcTBO, KOETO Ce NpHara 3a JieYeHHe Ha pa3CTPOHCTBA B NIOBE/ICHHETO U HAKOH
THTIOBE JenpecHs), KOraTo ce npuiara enHospemenHo ¢ Tecrniagan®, Moke J1a IOBMIIH TOKCHYHOCTTA
Ha nuTHA. Ako Tpa6Ba J1a npyeMaTe JIATHI, BaumsT nexap Lue Mu3MepH HUBAaTa Ha JIMTHA B KpbBTa Bu.
i Hecrepouaun nporusoeb3nanurennn cpeacrsa (HCIIBC, nekapcTsa, U3noJ3Bany 3a
‘obnexyapane Ha 6onKka, MOAyBaHEe W APYTH CUMITTOMH Ha Bb3TalicHHe, BKIIOUMTEIHO apTPHT),

npunoxenu enHoepemento ¢ Tecnanan®, morat na noeuiat pucka ot 6s0peuHa HENOCTATHYHOCT.
Edexrst na Tecnagan® moxe na 6sae nomken ot HCTIBC.

= KoslieceBenam XHAPOXJOPHIL, JIEKAPCTBO, KOETO HAMallsBa HMBATA Ha XOJlecTepoll B KpbBTa By,
Thii Kato edexThT Ha Tecnanan® moxe na Hamanee. Bammst nekap moxe na Bu nocheeTsa na
npuemate Tecnanan® none 4 yaca npeau KonecesenaM XHAPOXIIOPHIL.

= Onpeaenenn anTHAUHAK (JIEKaPCTBa 3 HAPYIIEHO XPAHOCMMUIIAHE WJIH KHCEJIMHK), ThH KaTo
MOsKe NIeKo f1a TIoHWKaT edekrta Ha Tecnanan®.

. Jlekapcersa, npuaarann 3a gevenne na HIV/CIIMH (nanp. putonasup, HHAMHABUP,
HeA(HHABKP) MUK 32 Jievenne HAa rbOMYHN HHPEeKUHn (Hanp. KETOKOHA30/1, UTPAKOHA301).

" JunTuazem, epanamMu (Be1eCTBa, KOUTO CE TIPUAATAT NPU NPOBIEMH ChC ChPIEYHHSA PHTHM
M BHCOKO KPbBHO HAJlsIraHe).

- PudamMnuuns, epHTPOMHIHH, KJIAPHTPOMHILHH (aHTHOMOTHIH), BELLECTRA, KOMTO c€ .
M3M0/3BAT 32 JleyeHHe Ha TyOEpKyio3a Win ApYTH HHQEKLIHUM. . : :

£ 3, JKbar kaarapuon (Hypericum perforatum), Gunka. :
*  Jantpoen (uH]y3us 3a TEKKH OTKJIOHEHHA B TeMIlepaTypaTa Ha TANOTO).
*  CHMBACTaTHH, BELIECTBO, KOETO CE NMpUIIara 3a HaMaJlsiBaHe Ha HUBaTa Ha xonec’mpon "
Ma3HHUHHTE (TPUIJIMLEPHIN) B KPBBTA.

- = . Takpoanmyc, UHKJIOCHOPHH, H3I10J13BaHH 32 KOHTPO Ha Bamarta umyHHa cncmma

TI03BONABAILM Ha BameTo TA/I0 [1a IpreMe TPaHCIUIAHTHPAHHTE OPraHy.

Wndopmupaiite Bawums nexkap unu dapmaleBT, ako npHeMare, HaCKOpO CTe NpUeMalli Wik €
BB3MOXKHO Jla PHEMATe pyTH JIekapeTha. - "

o Tecnanan '€ XpaHa M HANHTKH . : :
. Tecnianan® MO2KE /12 ce IpHEMA C uin 6e3 xpaﬂa HOFbﬂHeTe Taﬁnerxa'ra ¢ Manko TellHOCT (H

_ HanpuMmep Ha 33K)/CK21
- Cok oT rpeinpyT u rpeunq)pyr He T‘pﬂﬁBa J1a ce NpHeMaT oT Xopa, KOMTO npuemaT T
€ TaKa, 3allloTo rPeHndpyThT U COKBT OT rpefndpyT Moske a oBenaT Ao yBeanyas
~ OpraHM3Ma Ha akKTUBHOTO BELLECTBO aMIOMITHH, KOETO MOZKe J1a NPHUMHU HENIPE/BH
Ha NOHMXKaBallks KPbBHOTO Hansrane edext Ha Tecnanan”. '

3.



Crapuecka Bb3pacT

Axo cTe Ha BB3pacT Haj 65 ronunu, Bawusat jiekap peJioBHO 1€ IpociensBa KpbBHOTO By Hansrane
NpH BCAKO MOBHIIABAHE Ha J103aTa, 3a Jla Ce YBepH, Y€ KPbBHOTO HAJIAraHe He Crajia NpeKajieHo
MHOTO. : ;

‘lepnmcomn TMANHEeHTH
KakTo ¥ npu ApyrH NnoAoOHK 1eKapcTBa, NOHWKABALMAT KpBbBHOTO Hansrane eext Ha Tecnanan®™
Moske Aa Ob/ie B U3BECTHA CTENeH I10-cNad NpH YePHOKOKH NalMeHTH.

Bpemennocr u KbpMene

Bpemennoct

Tpa6sa na nadopmupare Baiuus nexap, ako cmsTare, ye cte 6peMenHa (WM IIaHupare
6pemennoct). ITo npasuno BamnsT nexkap me By nocheeTsa 1a MpeycTaHOBUTE NPHEMa Ha
Tecnapnan®, axo nnanupaTe GpeMEHHOCT, MIIM Be/lHAra ciie]l KaTo pasbepere, ye CTe OpemMeHHa u 1iie
Bu nocbBeTBa 1a npuemarte Apyro nekapctso smecto Tecnapan®. Tecragan® He ce mpenopbuea npu
- paHHa GpeMeHHOCT U He TPsOBa Ja ce pHeMa Clieji TPETHs Mecell OT OPEMEHHOCTTa, Thil KaTo MOXe
cepro3HO 1a yBpenu Bamero 6eGe, ako ce M3M03Ba Ciiel TPETHA Mecell 0T GpeMEHHOCTTA.

Ako 3a6pemeneere no Bpeme Ha sieuenue ¢ Tecnanan®, Morns, He3abaBHO HH(pOPMHpaiiTe U MoceTeTe
Bauys siekap. '

Kupmene

Hudopmupaiite Bawns nekap, ako KbpMute s Bu npeicTon kbpmeHe. Y CTaHOBEHO €, ue
aMJIOJMITHH IPEMHHABA B KbPMaTa B Majlku konuyectea. Tecriagan® He ce Nperniopbyuea pH >KEHH,
KOMTO KBPMST. BaImmsar Jiekap MOXKe Jia HasHAuM JPYro JIeYeHHe, aKo XKellaeTe 1a KbPMHTE, 0C00eHO
aKoO IeTeTO Bue HOBOPOJEHO HIIKN € POAEHO NpexKACBPEMEHHO.

AKO cTe GpeMeHHa M KbPMHUTE, CMATaTe, Y€ MOXKe /1a cTe OpeMeHHa WilH Nanuparte OpeMeHHOCT,
nochBeTBaiiTe ce ¢ Bawus nekap win dpapMauesT npean ynorpedara Ha ToBa JIEKapCTBO.

Illopupane n pabora ¢ MAIHHH

ITo BpeMe Ha nedyeHHe HA BUCOKO KPBEHO HalsAraHe MOe J1a Ce YyBCTBaTe CHHJIUB, HEPA3TIONOKEH
WM 3aMasH, UK fa nonyunrte riasodosie. AKo TOBA ce CilyuM, He opupaiiTe 1 He u3nosBaiTe
MaLUMHH, J0KATO CUMIITOMMTE He 0TyMsT. O0bpHeTe ce KbM Balums nekap 3a cuBer.

Topa nekapcTBo ChAbLPKA NO-Majko o1 | mmol natpuit (23 mg) na (bmlmnpaua TabneTka, T.c.
NPaKTHIECKH He cuwp)xa HaT’pHH :
3. Kax na npnema’re Tecnanan

Bunaru npuemawre TOBA JIEKAPCTBO TOYHO KAKTO BH e kasan Bawmat neKap WITH (papMaueBT AKo He
‘CTe CUI'YPHHM B Hello, nonuraiTe Bamus nexap wiu cpapMaueBT.

. INpenopsunTennara 103a Ha Tecnanan® e enma Tabnerka JHEBHO.

- TabneTxkute-morar na ce npuemar ¢ uim 6e3 xpasa. TorsnHete TabneTKaTa ¢ MJIKO TEYHOCT
(HampuMep ¢ Yalua Boja). Taﬁneﬂca"ra HE TpaGBa Zia ce ibBYe. ]—le npnemame Taﬁne'rkme CBhC COK OT

- . rpeHngpyT.

.- AKo e B‘BSMO)KHO, npuemame JIHEBHATA CH J1032 110 €/IHO M CHIIIO Bpeme BCEKHM JIEH,
Ha sakycKa. - ;

AKO CTe npHejH noBeye o7 neoﬁxo,uumrra no3a Tecnagan®
AKo cTe npueny noeeue TabieTKH OT HEOOXOAMMOTO, MOKE /la YCeTUTe, Ye Kp'hBHOT
HUCKO CBC CHMIITOMH KaTO 3aMasHOCT, Y4ecTeH Hid 3abaBeH nyJic.

4



AXxo cTe l'I]JHEJIH NnoBeYyce TaﬁHeTKH oT HeOGXOﬂHMO'I‘O HJIH aKO 1EeTE Cliyy yaliHo norLine 'I"l()"]tl'l'l\'l-i,
nesabaBHo oTuaere npu Baluusg nexap win B Hai-ONM3KOTO CIELIHO OTAEIEHHE H B3EMETe
ONAaKOBKATA Ha JIEKAPCTBOTO CH MIIH Ta3H nucToRKa ¢ Bac. :

AKo cTe nponycna,nn na npnemere ',I‘ecna,uan®
AKO CTe NpOITYCHAIIH /1a IPUEMETe e1Ha 1033, Ha creqiBalMA IeH B3emeTe obuuaiinata cu nosa. He
B3MMaiiTe IBOIHA /1033, 3a /1a KOMIIEHCHpaTe NpOoMycHaTaTa A03a.

Axo cre cnpenn npuema na Tecnanan®
Basxno e na npoawikuTe na npuemare Tecnanan®, ocsen ako BammsT nexap e By kake na cnipere.

AKO MMaTe HIKaKBH JIOMTBJIHATEJIHA BBIIPOCH, CBBP3aHHU C ynoTpedaTa Ha TOBA JIEKapCTBO, MO,
nonuraiite Bawms nexap unu dgapmaiienr.

4. Bb3MOKHH HeKeJJAaHH peakiuu

KakTo BcHUKH JIeKapcTBa, TOBA JIEKApPCTBO MO’KE J1a IPEIM3BHKA HEXEaHH PEaKLMH, BLIIPEKH Ye He
BCEKH 'l ToTy4aBa. B ciywaii ue HacTeIAT, Te 00MUaliHO ca JIEKO U3Pa3eHH H He H3UCKBAT
TIPEYCTAHOBsIBAHE HA JICUEHHETO.

Bunpekn e Morat 1a HACTBLIST HPH MAJIKO X0Pa, CJICTHNTE HEKEJANH Peakiui Morar a
ObaaT cepHO3HH:

ATepruyHy peakiuH, KOUTO MOTaT Jia 3aCerHaT UAJIOTO TAJIO, C MOYBAHE HA JIMLIETO, YCTaTa W/HiH
NapHHKca (rIacHATE BPB3KH) €JIHOBPEMEHHO ChC ChpOek M 0OpHB MOTaT [1a HACTBLIIAT B X0/ Ha
neuenme ¢ Tecnanan®. Axo ToBa ce ciyun, cnpere npuema na Tecnanan® n nezabasno ce
cBbprkeTe ¢ Bamus jexap.

Tecnanan® Moxe 1a NPHYMHHA CHITHO MOHMKABAHE HA KPBBHOTO HAIATAHE TIPH NPepasnoioKeHN
NULA WK BCIIEACTBHE Ha alepruyHa peakiys. ToBa MoxKe Ja IPHUMHH TEXKKO 3aMaiiBaHe MilH
npunagbLM. AKO TOBA ce cIyuH, cnpere npuema Ha Tecnanan®, neza6asno ce cBbpskere ¢
Bammusa nexap H Jernere. '

C Heu3BeCTHA YecToTa: aKo MMaTe NOAbATIABaHe Ha OsJ10To Ha O4YUTE, ThMHA YPHHA, C'bpﬁc}l{ Ha
KoXarTa, J1IopH aKko CTe 3arnovHany JEHEHHETO C Tecnanan® pean nocTa BpemMe. HezabaBHoO ce
CBBPRETE C Bamun Jiekap, KOHTO L€ OLIEHW CUMITTOMHTE M LLE NPEUEHH KAK Ad HPOJIBILKHUTC
JICHEHHETO 3a KOHTpOJ'I Ha Kp’LBHOTO HaJiAraHe.

JIpyru BB3MOKHH neme.nalm peammn ¢ Tecnanan®:

YecTn (Morar aa 3acernar o 1'ma 10 aana):
3amasnoct; riasoGonne;, no_nyBaHe Ha I7Ie3eHHTe, XOJIIaTa, KpakaTa, KHTKHTE M PhLIETe; yMOopa. .

HequTu (MoraT aa 3acerHaT go1lna 100 Jmua)
3aMasHOCT NPH H3NIPaBAHE; JIMICA HA EHEPrHs; 3TPHIIBAHE WITH MpaByUKaHe Ha PhIETE HIM KpakaTa;
CBETOBBPTEK; ycelllaHe 3a chplieOueHe; yuecTeHa chpieuHa AeHHOCT; HUICKO KPBbBHO HAJIATAaHE CbC
CHMITTOMH KaTO 3aMasHOCT, BUEHE Ha CBAT; 3aTPy/IHEHO JUIIAHe; KALTUI; rajieHe; NOBPbILaHE;
HapyLIEHO XpaHOCMHIIaHe; IMapys; 3aMek; CyXoTa B ycTaTa, 60/ka B TOpHATa 4acT Ha KOpEMa; KOXeH
06puB; kpamnu; GoJika B plieTe M Kpakara; 60/ka B rbp6a; HeoGX0AHMOCT OT NO-4eCTOo ypHHHpaHe
TIOHIKEHA CEeKCyalTHa aKTUBHOCT; HEBB3MOKHOCT 3a TIOCTHIaHe WiH HoAbpIKaHeE Ha epeKLus

: cna60c1" : .

}{pLdTHllHHa B KPBLBTA, NOBULIEHY HMBA HA NUKOYHATA KHCEIMHA, NOBULIEHH qep
nokazarteny (HMBa Ha raMa-TJyTaMun maﬂccpepaza"ra)
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Peakn (Morar aa 3acernar Ao 1 ma 1000 anna):
CBpBbX4YBCTBUTENHOCT KBM JIeKapcTBa; MPUNaAbLK; 3a4epBaBaHe W YCElaHe 3a 3aToMIIHe Ha
JMIETO; YyepBeH chpbai 06pHB (KOpHBHA TpecKa), TOAYBaHE Ha JIMLETO.

Hesxenann peakunn, cbo0IEnH NpH ynoTpedara Ha 0JMecapTan MeJOKCOMMI H AMJIOXHIHH
n00TAe/IHO, Ho He npu ynorpebara na Tecnapan® nin HaGI0IABANMN € N0-BHCOKA YeCTOTA:

OumecapTad MeJOKCOMHT

Yecern (Morar aa 3acernar a0 1 va 10 nnna):

BpoHXMT; Bb3NaJIeHO IBPJIO; TeYall] WK 3anyllieH HOC; Kalllliila; kopemHa 00ka; CTOMALIHO
pa3cTpoHCTBO; MMapys; HApYLIEHO XpaHOCMHUIIaHe; rajeHe; 6o/ka B CTAaBUTE HITH KOCTHTE; Goka B
rypba; KpbB B YpHHATa; MHPEKLMA Ha NHKOYHUTE TbTHLLA; 00JKa B ThP/IMTE; TPUNONOA0OHH
cuMnToMu; Gonka. [IpoMeHH B pe3ysITaTuTe Ha KPbBHHTE U3C/IE/IBAHHA KaTO MOBHULIEHH CTOWHOCTH Ha
IUNUANTE (XUNEPTPUTITHLEPHEMHS ); NOBULIEHH HUBA Ha ypes ¥ NMHKOYHA KUCENTMHA B KPBBTA U
NOBHIlIaBaHE Ha M0KA3aTENTE 3a YepHOApoOHa U MYCKYITHA (DYHKLIHA.

HeuecTn (Morar ja 3acernar 1o 1 ma 100 auna):

Iormxken 6poii Ha BHJ KPHBHH KJIETKH, T. Hap. TPOMOOLMTH, KOETO MOJKe J1a IOBEJIE /10 JIECHO
nosBsBaHE HAa CHHAHM WIIH YBJDKABaHe Ha BPEMETO Ha KbpBeHe; Obp3M alepruyHi peakliH, KOUTO
MOTAT /la 3aCeTHAT LAJ0TO TAJIO M /1a IOBEJAT J10 3aTPY/IHEHO QUllIaHe, KaKTo U 110 6bp30 cranaHe Ha
KPBHBHOTO HaJlAraHe, KOETO MOXKE /ia JIOBE/IE JOPH J10 NPUNaAbK (aHaUIaKTHYHK PeaKLMH); aHrMHA
(Gonka wiH JHCKOMGOPT B I'bPJMTE, H3BECTHO KAaTO aHTHHA MEKTOPHC); cbpbesi; kKoykeH 0OpHB;
anepraueH Ko>keH oOpHB; ypTUKapHs; [O/lyBaHe Ha JIMLETO; MycKynHa 6o/ka; 4yBCTBO Ha
HepazToNIoKeHHe. ‘ ‘ :

Penxn (morar aa 3acernar o 1 ua 1 000 nuna):
[MonyBaHe Ha NMLIETO, yCTaTa W/WIIK JlapHHKca (TIaCHUTE BPb3KH); 0cTpo ObOpeuHo HapyIIeHHe 1
OBOpeyHa HeloCTaThbYHOCT; ChHIIMBOCT.

AMIOIHITHH
Mnoro yectn (Morar na 3acersat noseuve ot 1 na 10 nuua):
Otok (3aabpKaHe Ha TEYHOCTH)

Yecru (morar aa 3acernart Ao 1 na 10 simna):
Kopewmua Gonka; rajiene; nojiyBaHe Ha riie3eHHTe: ChHITWROCT: 3aUepRIBale W VCEllane 3a 3aTornnsHe
Ha JIMLETO, 3PMTENHN HApYLIEHHs (BKIIOUYHWTENHO BOHHO BHIK/IAHE M 3aMbIJIEHO BHK/AHE), yCellane
3a chpleOHene, Anapus; 3aleK, HapylleHo xpaHocmnﬂaue Kpamiy, cnabocr, 3any,uHeHo JUILIaHe.
HevecTn (MoraT aa 3acernart ao 1 na 100 Jmua) : .
ITpoGnemu che ChHA; HAPYUIEHHs HA CHHSA; IPOMEHH B Hacmoenne'ro BKIIIOYHTENHO H Gesnoxonmo
-~ menpecus; pa:mpas}lmenﬂocr TpecKa; IPOMEHH BHB BKYCa; NIPHNAJBIIH;; LIYM B YIIHTE (mHH‘ryc),
B/IOIIaBaHE Ha aHTUHa IeKTOpHc (Gonka Wik CKOM(OPT B IbpAHTE); HeNpaBHIIHA Chp/IeTHA
NeHHOCT, Teyalll WK 3amylieH HOC; KOCOoTaj; IypnypHH TOUKH HIIX TIeTHA 10 KoyaTa BCIIEICTBHE Ha
‘ManKky KphbBOM3JIMBH (IIypIlypa); MpOMsHA B 1IBETA HA KOXKATa; NOBUILEHO U3TIOTABaHE; KOKeH 0OpUB;
chpbesk; uepBeH chpOswy oGpuB (KONpHBHA Tpecka), Goka B CTABUTE H MYCKYJIMTE; NPOOIEMH NIPH
YpMHHMpaHe; CTIeIlIHH NO3UBH 32 YPHHHPaHE Npe3 HOLITA; HeOOXOAUMOCT OT IMO-4€CTO YPUHHpaHe
(oTaensHe Ha ypHHa); yBelu4aBaHe Ha I'bpAMTE NPU Mbke; O0JKa B rbpauTe; O0JIKa; 4yBCTBO HA
: Hépa3110ﬂ0)1(eHH_e; YBENIMYaBaHE WM HaMaJlaBaHe Ha TEJECHOTO Tero.

Pemcn (Morar aa 3acernar oo l na 1000 Jmua)
O0bpKBaHe ..

Mnoro pe,mcn (MoraT na 3acernar no l Ha 10 000 .rmua) :
Honmwxkapane Ha Gpos Ha Genute KPBBHH KJIETKH, KOETO MOJKE /12 NOBHLIHN pncxa oT
rionmskapaHe 6poA Ha €INH BU/L KPBBHH KJIETKH, HapeueHn TPOMOOLIMTH, KOETO BOJ
NOoCHHABAHE WIH YBEIHYEHO BpeMe Ha KbPBeHE; NOBUILABAHC Ha KpbBHATA 3aXap; n
TUIBTHOCT Ha MYCKYJIWTE W NOBMLIEHA PE3UCTEHTHOCT KM NMAacUBHH ABHKEHU (XN
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M3TPBIBAHE WIIM MPaBYUKaHe Ha pbLETE WK KPAKaTa; CbpAeUeH y/iap; Bb3NAIEHHE HA KPbBOHOCHHTE
CB/I0BE; BB3MAJICHHe HA YepHHA Apod WK NaHKpeaca; Bb3MajleHHe Ha CTOMAllHATA JIMraBuLa;
YIUTbTHSBaHE Ha BEHLMTE; NIOBUIIEHH YePHOAPOOHH €H3HMH; MOXNBITABAHE HA KOXKATA 1 OUMTE;
NOBHMIIIEHA YYBCTBUTEIHOCT HA KOXATa KbM CBETIIMHA; AJIEPIrHYHM peakumni: chpbesk, 0OpuB,
NojlyBaHe Ha JIALIETO, YCTaTa W/HIH JJapuHKca (TacHUTE BPb3KH) €THOBPEMEHHO ChC Chplex U
OOpHB, TEXKHM KOXKHH PEaKLIHH, BKIIOUHTEIHO H3Pa3eH KOKeH 00pHB, KOTIPHBHA TPECKa, 3auepBiBaHe
Ha KOXKATa Ha LIAJI0TO TAJIO, CHIIeH chpesk, NoABa HA MEXYPH, H3MIOIBAHE U NO/lyBaHe Ha KOXKaTa,
BB3NAJeHNe Ha uraguumuTe (CMHapoM Ha CTHBBHC-/[KOHCHH, TOKCHYHA eNUiepMalHa HEKPOIIH3a),
NIOHAKOTa JKHBOTO3aCTpalliaBally.

& HEH3BECTHA 4eCTOoTa (OT HAJIHMYHHTE JAHHH HE MOJKe Ja ﬁ'b,[[e HalnpaBeHa OHBIIKB):
Tpemop, ckoBaHa Nno3a, MackonoA06HO JKLE, 3a0aBeHH JBIWKEeHHs, HecTabMIHA TIOXO/IKA M BIaveHe
Ha Kpalca’ra.

CrobdmapaHe Ha HexKelaHH peaKHHH
AKO NojlyunTe HIKAKBH HEXKENIaHH peaklny, yeeaoMere Bamus nexap unu gapmauest. Tosa
BKJIIOYBA BCHYKH BE3MOKHH HEOTIMCAHH B Ta3M JIMCTOBKA HeXXeNlaHu peakuuy. Moskere chino ja
chOBIMTE HEKETaHH PeakLi AMPEKTHO Ype3 HAlMOHAJIHATa CHCTeMa 3a choblnasane:
‘ HznpnnuTenna areHUUs No JiekapeTeaTa ‘ '

ya. ,,Jdamsn ['pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiit: www.bda.bg

Karto c'boﬁmasa're HeXeJIaHH peaKlMH, MOXKETe J1a Aa/IeTe CBOA NPHHOC 3a NoIy4aBaHe Ha noseye
umbopmauus OTHOCHO D€e30MacHOCTTa Ha TORA JIEKapCTBO.

5. Kax aa cexpansiBate Tecnagan®
Jla ce cpxpaHaBa Ha MACTO, HEIOCTBITHO 3a Aela.

He m3nion3BaiiTe TORa JieKapCTBO Clie/l CPOKA Ha TOAHOCT, OTOENA3aH BhPXY KAPTOHEHATa ONaKoBKa
cnen “T'open no:”. CpokbT HAa FOAHOCT OTrOBaps Ha MOCJIEHH JIEH OT MOCOYEHUs Mecell.

Tosn JCKAPCTBCH NPOJIVKT HC H3HCKBA CNICHMATHN VCNOBKHA Ha ChXPAaHCHHC.

- He m3xpbprisiiTe nekapcTsata B KaHATH3ALMATA WM B KOHTEHHEPA 38 IOMALIHH OTHA/BLM.
Ionuraiite Bamus apmaueBT KaK 112 M3XBBPILITE JIEKAPCTBATA, KOMTO BEUE He uanonznare ‘Teau
' MEpKH I1le CTIOMOTHAT 33 ONa3BaHe Ha OKOJHATa cpena. : '

6. C'bmupmanne HA ONaKOBKATa M 10MbIHHTENHA uapopmanun

KakBo cbabpika Tecnauau

AKTHBHHUTE BELLECTBA Ca OIMECAPTaH MEAOKCOMHI H aMJIOAMIUH (1o ti)opmaTa Ha Oezunar).
Beaka Tabnetka c1:,111>p}1<a 20 mg oMecapTan ME,.ELOKCOM]/HI U 5 mg aM0ANIHH (mon, cl)opma"ra Ha
GezunaT) :

JlpyruTte CECTaBkH ca:
Cobpuesuna na rabnerkara: llapCmeo HULnecTe, npemena'mnmnpauo CUAMLIUDHIL
MHMKPOKPHMCTaNHA LEeNyN03a, KPOCKapMenos3a HaTpHii, MaTHE3HEB CTEapar,




- Ilamm Alea 20'mg/5 mg, 40 mg/5 mg, 40 m

OOBuBKa Ha TabieTKaTa: NOAMBUHWIOB AIKOX0J, Makporoi 33350, Tank, Tutanos janokeui (E171) M
Henesel (HI) oken (E172, camo.3a @:nmupaume tabnerku Tecnapan™ 40 mg/5 mg 1 Tecnanan™ 40

mg{;l‘Omg):

Kalc nzraexaa Tecnagan® H KaKBO CbIbPIKa ONAKOBKATA

Tecnanan® 20 mg/5 mg cbunMHpa}m TabneTky ca Gen, KPBITIM C HANNHC C73 or epqnara crpana.
'l"ecrla,uar{“b 40 mg75 m cbmmn aHH Taﬁne'rxn; PEMaBH, KPBIJIA C ua,unm. C75 ot ennara CTpaua,
Tecnanan®. 40 'mg/10 mg (bnnmipaun TabACTKH ¢ ca Kar]iennxaao -YEPBCHH, KPBIJIH C HAIKC C77or
CAHaTa crpatia,

Tecnanan® punMupann TabaeTKH ca HAIMYHY B onakoBku oT 14, 28, 30, 56, 90, 98 1 10 x 28, 10 x 30
(unMupanu TabneTk ¥ B ONakoBKH oT niepdopupany 6nuctepH 3a no3oBa eaununa ot 10, 50 1 500
bunmupanmn TabneTku.

He Bcnuky onakoeky Morat Aa 6bat IycHaTH Ha nasapa.
IpureskaTes Ha pa3pellieHHeTO 32 ynoTpebda H NPOH3BOHTE

Hpumesicamen na paspewenuemo 3a ynompeba
Menarini International Operations Luxembourg S.A.
1, Avenue de la Gare

L-1611 JrokcemOypr

IIpouszeodumen

DAIICHI SANKYO EUROPE GmbH
Luitpoldstrasse 1

85276 Pfaffenhofen

I'epmanus

HIIHA

Berlin-Chemie AG
Glienicker Weg 125
12489 Berlin
["'epmanns

HITH

Laboratorios Menarini, S.A.
Alfonso XIT, 587 -~ .

08918 Badalona (Barcelona),
chal-lm ‘

To3n nexkapeTBen NPOJYKT € 0TOPH3HPAH B c'rpann're unenxn na EUII nox crensamure nmena:
" Ascrpusa: Amelior 20 mg/5 mg, 40 mg/5 mg, 45’%]0 mg
Benrus: Forzaten 20 mg/5 mg, 40 mg/5 mg, 40 mc/lO mg

Ecronns: Sanoral 20 mg/5 mg, 40 mg/5 nig, 40 mg/10 1
- ®unnanpus: Alea 20 mg/5 mg, 40 mg/5 mg 40 mg/ 10mg -
" ®pannma: Axeler 20 mg/5 mg, 40 mg/5 mg, 40 mg/10. mg
]"epma}mﬂ Vocado 20 mg/5 mg, 40 mg/S mg, 40 mg/10 mg
Pvpums: Orizal 20 mg/5 mg, 40 mg/S myg, 40 mg/ 10 mg
Yurapus: Duactan 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
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l/lcnmmm{ Alea 20 mg/5 mg, 40 mg/5 mg, 4() mg/10 mg

Xonanaus: Belfor 20 mg/5 mg, 40 mng mg,
Manta: Konverge 20 mg/S mg, 40 mg/5 mg, 4
Hopgernsa: Alea 20 mg/5 mg, 40 mg/5 mg, 40 m 2/10. mw
Momua: Elestar 20 mg/5 mg, 40 mg/5 mg, 4( W
Iopryranus: Zolnor 20 mg/5 mg, 40 mg/5 mg, 40 mg/10 mg
Pymbrus: Inovum 20 mg/5 mg, 40‘%,«;/3 mg, 40 mg/10 mg
Crnoakus: Folgan 20 mg/5 mg, 40 mg/5 mg, 40 mg/ 10 mg
Cnosenus: Olectan 20 mg/5 mg, 40 mg/S mg, 40 mg/10 mg
Wcnanus: Balzak 20 mg/5 mg, 40 mg/5 mg, 40 my 10 mg

JaTa Ha nocjieHO Npepasrjekaane Ha JJHCTOBKATA:

02/2022




