JIncroBka: HHpOpMALHA 32 NALHEHTA
AL OALIAE/

Teaexkcep 150 mg TBBEpAN KaATICY.)TH

naburarpaH eTekcuiar 7 ,1 G / 75 -09- 2076

Telexer 150 mg hard capsules
dabigatran etexilate

IIpoyerere BHUMATEHO UAJIATA JIMCTOBKA, NPE/1H /1a 3aNI04YHETE /1a NPpHEeMAaTe TOBA JIEKapPCTBO,

Thil KATO TH ChAbpPAKAa BaxKHA 3a Bac nudopmanus.

. 3anasere Ta3u JUCTOBKA. MOXKe J1a C€ HaJIOXKH Jla s po4YeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTE/IHK BBIIPOCH, nonuTaite Bauus nekap wiv apmauesr.

- Tosa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro npeorcrbriBaiTe Ha Apyru xopa. To moxe
J1a UM HABPE/IM, HE3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3adosisBaHe ca chiuuTe Kato Bamure.

- AKO MoJIyuuTe HIKAKBU HEXKE/IaHU peaklMu, yBejomere Bawus nekap wiu dapmauest. Tosa
BKJIIOYBA U BCUYKH Bb3MOXKHH HEXEJIAaHW PeaKliMK, HEOMMUCAHU B Ta3u JUCTOBKA. BuxkTe TOuKa
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Kakso CbABbpPAKA TA3H JIHCTOBKA

l KakBo npejacrasissa Tesiekcep U 3a KakBO €€ M3I10J13Ba

2 KakBo TpsiOBa ja 3Haere, rnpeau aa npuemere Tesekcep

3 Kak na npuemare Tenekcep

4. BB3MOXKHU HEKEIAHU peaKLIMH

S Kak na cbxpansiBate Tenekcep

6 ChbabpikaHWe Ha ONMAKOBKATa U JIONTbIIHUTE/IHA HHPOPMALUS

1. Kaxkso npeacrasiasnBa Tesekcep H 3a KAaKBO Ce H3I10J/13Ba

Tenekcep cbabpka aKTUBHOTO BELECTBO JaOUraTpaH €TeKCHIAT W NMPUHA/UIEKH KbM rpyna
JIeKapcTBa, HApeYeHU aHTUKoAaryJaHTy. Toi Os10kupa A€HCTBHETO Ha BELIECTBO B OpraH1u3Ma, KoeTo
y4acTBa B 00pa3yBaHETO Ha KPbBHU ChCHPELLH.

Tenekcep ce u3noa3sa rnpu Bb3pacTHH 3a:

- pe0TBpaTABaHE HA KPbBHH ChbCUPELIM B MO3bKA (MHCYJIT) U IPYT'H KPbBOHOCHH ChJ/IOBE B
TAJI0TO, aKO uMaTe (hpopMa Ha HEPABHOMEPEH ChP/I€YEH PUTHM, Hape4YeHa HEKJI1arHo
MPe/IChP/IHO MBXK/IEE U MOHE OLLE €IMH PUCKOB (PaKTOp.

- JIe4YeHHe Ha KPbBHHU CbCUPELIM BbB BEHUTE HA Kpakara v Oesure ApodoBe, KakTo U 3a
[pe0TBpaTABaHe HAa MOBTOPHOTO UM OOpa3yBaHe.

Tenekcep ce u3noJi3Ba rpu aea 3a:
- pa3TBapsiHe Ha Be4ye 00pa3yBajid ¢€ KPbBHU CbCHUPELIM W NIPEIOTBPATABAHE HA MOBTOPHOTO UM

oOpa3yBaHe.

7 Kakso TpsaOBa 1a 3Haere, npean aa npuemere Teaexcep

He npuemaiite Tesiexcep

- aKO CT€ aJlepruyHu KbM JadburaTpaH eTeKCHIaT WK HAKOS OT OCTAHAJIMTE ChbCTABKH HA TOBA
nekapcTBO (M30poeHH B TOuKa 6).

- aKO UMaTe CUJIHO NOHWKeHa ObOpeuHa QyHKLMS. -

- AKO B MOMEHTAa UMaTe KbpPBEHE. . WM 110 N

; aKko umare 3a00/19BaHe HA OpraH B TSJIOTO, KOETO YBE/IMYaBa PUCKa OT CEPHUO3 | ey
(Hanp., cTOMalllHa A3Ba, HApaHSABAHE U/ KbPBEHE B MO3bKa, CKOPOLLIHA Orep ]dﬁ Ha fo]%‘lia

|
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- ako rpu Bac uma rnoBuileHa CKJIOHHOCT KbM KbPBEHE, KOSATO MOXKE /1a € Bpﬂiﬁ \c HE:H’S,B&CT&H
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aKO IpHEMaTe JEKapCcTBa 3a NpeAOTBPATABAHE HA 00pa3yBaHETO HA KPbBHHU CheUpeLH (Hamp.
BapgapyH, pueapokcadbaH, anukcabaH WiH XeNnapHH), OCBEH NpH NPOMAHa Ha
aHTHKOAIyJIJAHTHOTO JieueHHe, NOKAaTO BH € nocTaBeH KaTeThp BbB BEHA WM apTepHUs, KOUTO ce
MPOMMBA C XEIapKH, 3a Aa ro NoAAbLPXKa OTBOPEH WIIH B CIy4adl KOraro, 3a Ja ¢€ Bb3CTaHOBH
chpAcYHHUAT BH puTBM 10 HOpMANeH, ce npriara €iHa npoueaypa, HapeucHa KaTeTbpHa
abmaums Ha NpeACHPAHO MbKICHE.

aKO HMAaTe CHJIHO MOHIWKEHA yepHoapoOHa QyHKLIMA WK YepHOAPOOHO 3ab0naBaHe, KOETO €
BB3MOXHO J1a NIPUYUHU CMDBPT.

aKO MPUEMAaTE KETOKOHA30/ MJIM UTPaKOHA30J1 NepopasHoO, JIeKapCcTBa 3a JieueHUe Ha rbOMYHH
UHPEKUKH.

aKOo MpHEMATe NMEPOPaTIeH LUKIIOCIIOPHH, JIEKAPCTBO, MPEAna3Balilo OT OTXBbpJSHE Ha OpraH
cnej TpaHCIJIaHTaluA.

aKo NMpHeMaTe APOHEAaPOH, H3IOI3BAHO 34 JIEYEHHE HA HAPYLUEH ChPACHEH PHTHM.

aKo nmpHemaTte KOMOUHMPAH NPOAYKT OT IJIeKanpepUp U MUOPEHTACBHP — AHTHBUPYCHO
J1€KapCTBO, U3MO3BAHO 34 ACUCHHE Ha XenaTur C

ako BM e nocraBeHa W3KyCTBEHA ChPACYHA KJ1ana, NPy KOETO C€ HaJlara HENMpEKbCHATO
pa3peKAaHe Ha KPbBTA.

IlpeaynpexaeHHs U NPEXNA3HH MEPKH

["'oBopete ¢ Bawius nexap, npeau ga npuemere Tenekcep. Moxe CbuIo 1a c€ HATOXKHU Aa FTOBOPHTE C
Bawuus sexap no BpeMe Ha JICYEHHUETO C TOBA JIEKAPCTBO, aKO YCETHTE CUMITTOMH WK ako Bu
MPEeaCTOH XHPYPryuuHa onepauus.

TpaOBa na kaxkere Ha Bamms nexap, ako UMaTe WK CT€ UMATH HAKAKBU OONECTHH CHCTOAHMA WK
3a00J1ABaHUA, 0CO0EHO HAKOE OT BIJIIOYEHUTE B C/IEAHHS CITUCHK:

dKO TIpH Bac uma nosMLlIeH PHCK OT KbpPBEHC, KATO!

‘ aKO HaCKOpO CTE€ UMK KbpBEHE,

. axo XupypruuHo Bu e B3era npoba oT TenecHa TbKaH 3a uscneapaHe (buoncus) B
NOCAEAHUA MECELL.

‘ aKO CTE€ UMAJIM CEPHO3HO HapaHsBaHE (Hanp. KOCTHA PpakTypa, HApaHABAHE HA I1aBaTa
MJTH HSIKAKBO HapaHABAaHE, H3HCKBALLO XHPYPryU4HO JIEUEHHE).

. 4KO CTPAJaTe OT Bb3HAJICHHE Ha XPaHOMPOBOAa UTH CTOMAaXxa.

‘ aKko uMate npodJieMH ¢ BPbLIAHE HAa CTOMAUICH COK B XpaHOMPOBOIA.

. aKO NpUeMare JiekapcTsa, KOWTO MOTAT Ja MNOBULIAT PHCKa OT KbpBeHe. Buxre ,,Jlpyru
nekapcrtaa ¥ Tenekcep™ no-posty.

; aKo NpUeMaTte NMpOTHBOBL3INATUTENHHM JIEKAPCTBA, KATO AUKIodeHak, ubynpoden,
NUPOKCUKAM,

‘ aKo UMaTe HHQPEKUMA Ha CbpLETO (baKTepHaneH eHI0KapANT).

. aKO 3HaeTe, Ye MMaTe HamayieHa ObOpevHa QyHKUMA WK akO CTpajare OT AeXuapaTauus

(CMMNTOMHTE BKJIIOUBAT KaKa U OTAENAHE HA HAMAJICHO KOJIHYECTBO TbMHO OLIBETEHA
(KOHUEHTpHUpaHa) YPUHA/YPHHA, B KOATO UMa IAHA).
. aKO0 CTE Haf 75 roanHM.
. aKO CTe Bb3pacTeH MalHeHT W TexuTe S0 kg unm no-mManko.
. CaMO aKo €€ U3M0JI3BA IIPU ACLIa: aKO JETETO UMa MHOPEKLIMA OKOJIO HITH B MO3bLKA.
aKko cTe UManH MHGAPKT WK aKo NpH Bac ca ycTaHOBEHH CBhCTOAHHA, KOUTO NOBULLIABAT PUCKA
oT HHapkT.
aKo UMate yepHoApoOHO 3abonsBaHe, KOETO € CBbP3aHO C NPOMEHH B KPbBHUTE TeCTOBE. B TO3M
cJy4ail ynotpebara Ha TOBa JIEKAPCTBO HE CE Mpenopbuba.

Banmagaiite ocofeno muoro npu ynorpebata na Teaexcep

ako Bu npeacrou onepaums:
B To3u cnyuaii Tenekcep TpaOpa Ja ce cripe BpeMEHHO NOpaadr YBEJIHYEH PHCK
BpeMe Ha U MAJIKO cliea onepauusta. MHoro e BaxxHo aa npuemete Tenekce
onepauHiTa TOYHO BBB BPEMETO, yKa3aHo oT Bamusg nexap.

CrinaypainHa Uid ClIMHATHA aHCCTE3HWA HJIH 3a obnekuaBaHe Ha 60HK&T&)
. MHOI0 € BAOKHO 44 ITPHCMETC TBJ]EKCBP [pcid U CJIC] ONncpalHATa TO'-I

2



yKa3aHO OT Baluug aekap.

. TpaOBa He3abaBHO Aa kaxeTe Ha Bawuwmg nekap, ako yceTure M3TPbIIBaHE MK c1abocCT B
KpakaTa unu npobnemu ¢ uepsata WiH MUKOYHHUA MEXYP Cel Kpas Ha aHeCTe3uATa,
3aLI0TO ca HEODXOAMMM CMELIHH FPIDKH.

- aKo MaJHEeTe WK Ce HapaHHTE MO BpeMe Ha JIeUeHHE, 0COOEHO aKo CH yJapHTe riaBaTa, Mo,
NOThPCETE CELIHA MeAMUMHCKA noMoul. Moxke 1a ce Hanoxu na Bu npernena nekap, Thi Karo
MOXE [1a CTe ¢ NMOBUUIEH PHCK OT KbPBEHE.

- aKO 3HaeTe, 4e UMate 3abonsrane, HapeyeHo aHTHdochoTUNUOeH CHHAPOM (HapylLIeHUe Ha
MMYHHaTa CHCTEMA, KOETO NMPHYNHABA MOBULIEH PUCK OT 0Opa3yBaHe HA KPbBHH CHCHPELIH),
kaxxere Ha Bauius nekap, KOiTo e B3eMe peLueHHE 3a HEOOXOAUMOCTTa OT [IPOMAHA Ha
JIEYEHUETO.

JApyru nexkapcersa u Teqaexkcep

TpabGea na kaxkere Ha Bauiua nekap wnu (apMaLeBT, aKo PHEMATE, HACKOPO CTE NMPHEMANH HIH €

BBL3MOXKHO ia pueMarte apyry nekapcrsa. Ilo-cnennanno, Tpabsa na kaxkere Ha Bamusg gexap,

npenH AA 3anouHeTe Na npreMare Tesiexcep, AKo NpAeMaTe €IHO OT JIEKAPCTRATA, HIDpoens no-

AOJTY:

- JlekapcTBa, KOMTO HAMANABAT CbCHPBAHETO HA KPLBTA (Hanp. BapdapHH, PEHIIPOKYMOH,
ailleHOKyMapoJl, XeMapuH, KIOMHAOrpe, Npacyrpen, THKarpeaop, puapoxcada,
ALETIWICATHLIWIOBA KHCEIHUHA)

- JlexapcTsa 3a neyeHre Ha rbOHYHNA UHPEKUMH (Hanp. KETOKOHA30J1, HTPAKOHAa30J1), OCBEH aKO T
CE HAHACAT CaMO BbPXY koxkaTa

- JlekapcTBa 3a JieUEHHE HA HAPYLUEH ChPACUYEH PHTHEM (HAMp. aMHOAapOH, IPOHEAAPOH,
XHHH/MH, BepanaMii). AKO npyeMare JIEKapCcTea, CbAbpXKallu BepanaMuil, Bawust nexap
MOke Ja Bu kaxke Aa wanoszsare HaMaleHa fio3a Tenekcep B 3aBUCUMOCT OT 3abonsBaHeTo, 3a
xkoeTo B e npeanucan. Bioire Touka 3.

- JlexapcTBa 3a npeana3BaHe OT OPraHHO OTXBBLPIAAHE Cle] TPaHCIUIaHTaLUMs (Hanp. TaKpoOIUMYC,
LHKIOCIOPHH)

- KoMOuHHNpaH MpoAyKT OT rinexanpesup U nUOpeHTacBHp (AaHTHBHPYCHO JICKAPCTBO, H3MOI3BAHO
3a edeHue Ha xenatut C)

- [IpOTHROBB3INATMTETHH CPEACTBA U GONKOYCNIOKOABALIM JieKapcTBa (HAMNP. aLeTHICATHLWIOBA
kucenruHa, HbynpogeH, AuKIodeHaK)

- XBNT KAHTAPHOH, PACTUTEHO ICKAPCTBO 3a JISYEHHE Ha ASNpecus

- JlexapcTBa 3a levyeHHe Ha AENpPeCcUs, HAPEUEHU CEeJIEKTHBHY HHXHOUTOPH Ha 00paTHOTO
3aXBalllaHe HA CEPOTOHMHA WU HHXHOWTOPH Ha 0OpaTHOTO 3aXBalllaHE Ha CEPOTOHHH-
HOpEeNHHEPPUH

- PudaMnuuMH UK KNAPUTPOMHLIMH {(1BA AHTHOHOTHKA)

- AnTuBrHpycHH nekapcrsa cpeuy CITHH (Hanp. putosasup)

- OnpeaeneHy NEKapcTRa 3a NeueHne Ha enwiencus (Hanp. kapbamasenuH, GeHUTOMH)

BpeMeHHOCT B KXbpMeHe

Edexrute Ha Tenekcep BbpXy OpeMEHHOCTTa ¥ HEPOAEHOTO AETE HE ¢a U3BECTHH. Bue He TpsOra na
pyeMaTe TOBa JIEKAPCTBO, aKOo cTe OpeMeHHa, OCBEH ako BawmsaT nekap Bu kaxe, ye e 6esonacHo ga
ro ripaBuTe. AKO CTe KeHa B AeTepOoaHa Bh3pacT, TpaOBa na uzbsreare 3abpemeHaBaHe, JOKATO
npuemare Tenekcep.

Bue He Tpabea na kbpMHTE, A0KATO MpUemare Tenexcep.
lllodpupane n pabora ¢ MAIHHH

He ca u3BecTHH epekTure Ha Tenekcep BbpXy criocoOHOCTTA 3a wogUpaHe Wik paboTa ¢ MallivHY.

3. Kax aa npaemare Teaekcep

Tenekcep Kancyid MOXe 12 C€ MU3MNOJI3BA NPU BL3PACTHH U Jeua Ha 8-TOMIlIHA BL3Pa
rojeMH, KOMTO ca COCOOHH Ja IWITAT KancynuTe LUean. 3a aeua noa 12 ronuHu Mora
M3MOA3BAT APYrH GOpMH Ha AaburaTpaH eTeKCHaT (KaTo rpaHyJiM ¢ [IOKPUTHE), aKo
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1a rorasliat Meka xpaHa. Jlozara ot 75 mg Tenexcep He e HanW4Ha, CIEAOBATEIHO [IPH BL3PacTHH,
3a KOMTO Ce NpenopbyBa HaMaJIABaHE Ha J03aTa, TpAOBa Aa ce U3noI3BaT ApyrH JIEKapCTBEHH
MPOAYXTH, ChAbpkawy naburaTpad eTekCHIar 75 mg, HaTHYHK Ha nasapa.

Buuaru npuemaiite ToBa JieKapcTBO TOHHO KakTO BH € kazan Baumuar siekap. Ako He CT€ CHI'YPHH 32
Hello, nonutaiTe Balua nekap.

Ilpremaiite Tesrekcep ChbraacHO NPENOPLKHTE NPH CJICIHATE 320019BAHHA:
[IpeaoTBpaTaBaHe Ha 3anyiliBaHE Ha KPbBOHOCEH Cb/l B MO3IbKA MU TAIOTO OT KPbBEH CHCHPEK,

o6pa3yBaH BCACACTBUE HA HAPYLICH ChPAEYEH PHTHM, H JIEYEHHE Ha KPbBHH CHCHPELIH BB BEHHTE Ha
Kpakara ¥ Oenurte ApoOoBe, BKAKOUMTENHO NpeJoTBpaTABAHE Ha MOBTOPHOTO UM o0pa3ysaue

[Tpenopbuntennara Ao3a € 300 mg, mpueTH Karo eaHa kancyJaa ot 150 mg aBa NbuTH AHEBHO.

Ako cte Ha 80 roaAHHHE HJIH NO-BL3PACTHH, NIPENOPLYMTENHATA 1034 € 220 mg, NpHeTH KaTo eaHa
kamncyJa or 110 mg nBa mbTH AHEBHO.

AKO NnpHemare JeKAPCTBEHH NPOAYKTH, ChAbPIKAIH BepanamMuJ, TpaOra Aa Obaere nexyBaHH ¢
HaManeHa 1o03a ot 220 mg Tenekcep, npueTu Kato eana kancyaa ot 110 mg asa nuTH aHEBHO,
33LOTO PHCKLT B OT KbpBEHE MOXE A € MIOBHLIEH.

Axo npu Bac HMa OTEHUHAIHO N0-BHCOK PHCK OT KbpBeRe, BauuaT nekap Moxe a pewuu na Bu
npeanuLue o3a or 220 mg, npHeTy KaTo eAHa kancyJa ot 110 mg xsa nuTH AHEBRO.

Moxe na npoAb/DKMTE Aa MPHEMATE TOBA IEKAPCTBO, KOIaTo Ce Hanara Cbpae4HHAT BU pUTHM 1a ce
BB3CTAHOBH JO HOPMAJIEH YPE3 €1Ha NpoLEeAypa, HApeUeHa KapaHOBEP3HO HJIH Ype3 npoueaypa,
Hape'ieHa KaTteTbpHa abnauus Ha npeacbpaHo MbxaceHe. IIpuemaitte Tenexcep Taka, kakTo Bu e
ka3zan Baivar nekap.

AKO B KPBBOHOCEH ChA € NOCTaBEeHO MEIMLIMHCKO M3AC/THE (CTEHT), 33 Aa I'o NOAAbLPXKA OTBOPEH, 4pes
npoueaypa, HapeueHa MepKyTaHHa KOPpOHApHa HHTEPBEHLIHA CbC CTEHTHPAHE, 1€ MOXE J1a C€E
nekysare ¢ Tefnekcep, Korato nekapar By nNpeueHH, Ye Beye € NOCTHrHaTo HOPMAIHO HHBO HA
KOHTPOJ1 Ha ChCHpBaHETO Ha KpbBTa. [Ipuemaitte Tenekcep Taka, kakto By e kazan Bawmusar nekap.

JIeueHue 3a pazTeapsaHe Ha Beye oOpalyBanu ce KpPhBHH ChCUPELIM M NPEAOTBPATABAHE HA NOBTOPHOTO
UM oOpa3yBane NpH aetia

Tenexcep TpulBa aa ce npHeMa XBa IbTH AHEBHO, €1HA 1034 CYTPHH M €1HA 4034 BEYEP,
MPUOAU3HTEIHO MO €AHO K ChLIO BpeMe Beekd AeH. UHTepBansT Mexay aosuTe Tpsabsa aa € KonkoTo
ce Moske no-01M30 oo 12 yaca.

[TpenopsynTEIHATA 1032 3aBHCH OT TENECHOTO TEIJIO M Bb3pAcTTa. BaluvaAT Jexap wie onpeneny
TOUHATA [103a. BallHAT lekap MOXXE /1a KOPUIHpPa A03aTa ¢ HAMNPEIBAHETO HA JIEHEHHETO.
[TpoawiKaBaiiTe na M3ii013BaTe BCHUKK APYTH IeKapcTBa, OcBeH ako Bawuar nexap He Bu kaxe na
CTIpeTE Ja W3NOJI3BATE HAKOH OT THX.

Tabnuua | nokassa eAMHUYHHTE ¥ oOLIMTE AHEBHH 103H Tenekcep B MHIUrpaMu (mg). Jlosure
3ABHCAT OT TEJECHOTO Terso B kuaorpamu (kg) ¥ Bp3pacTra Ha NaLMEHTa B FTOAUHH.

Tabauua 1: Tabnuua 3a no3npane Ha Tesiekcep Kancyiu

KomMOHHAKHM TEJICCHO TEr/I0/Bb3pacT Eaunuuna go3a
Teaecuo Terao B kg Bn3pacT B roAHHH B g

11 no moa 13 kg 8 1o noa 9 roauHH 75*

13 no noa 16 kg 8 no noa 11 roguHm 110

16 nonoa 21 kg 8 no noa 14 rogunu 110
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21 nonoa 26 kg | 8 a0 noa 16 roaunnu | 150 300
26 go noa 31 kg | 8 no noa 18 roauHu | 150 300
31 oo noa 41 kg 8 no nox 18 roauHK 185* 370
41 po noa 51 kg 8 1o noa 18 roaunu 220 440
51 no non 61 kg 8 1o noa 18 roauHu 260 520
61 no noa 71 kg | 8 no noa 18 rognHM 300 600
71 no noa 81 kg | 8 10 noa 18 roauHm 300 600
81 kg Wi noseue 10 no nox 18 ronuHu 300 600
EnunuunK 203, U3UCKBALIH KOMOMHALIMHK OT NIOBEYE OT €4HA Kancyna:
300 mg: ase kancyau 150 mg unu
yeTHpHu Kancynu 75 mg*
260 mg: enHa kancyaa 110 mg ntoc eana 150 mg unu
eaHa kancyna 110 mg nmoc ase 75 mg*
220 mg: ase kancyau 110 mg
185 mg™*: eaHa Kancynd 75 mg* nmoc enHa 110 mg
150 mg; eaHa kancynu 150 mg unu

ABE Kancyu 75 mg*

* Ilo3ata ot 75 mg Tenekcep He e HAMKHYHA, MOPAAX KOETO HE € MOAXOAALLA 32 FOPECNOMEHATHTE
rpyny nauueHTH. [lpu Te3u nauventy TpsOBa aa ce W3NOA3BAT APYIH JIEKAPCTBEHH NMPOAYKTH,
ChAbpXKaUIM 1aburaTpaH eTekcwiar 75 mg.

Kak na npremate Tesiekcep

Tenekcep Moxke na ce npyema cbe WK 6e3 xpana. Kancynara tpsbsa aa ce nornsiua usia, ¢ yawa Boja,
3a [1a Ce OCUTYPH JOCTHraHeTO U Ao cromMaxa. He yynere, He AbBYETE KANCynara U He BaJeTe nejieTure
OT KAaricynaTa, Thid KaTO TOBa MOXE 1a NOBHULIH PHCKA OT KLpPBEHE.

HHCTPYKIRH 32 OTBApAHE HA DJIHcTEpHTE

. B cnyuait Ha nepdopuparo $Goiro: eAuH OTAEIEH barcTep TpaOBa fa Ob/ie OTKBbCHAT OT
OJiMcTepHaTa KapTa no nepdopupaHara IHHUA.
. HarucHeTte 1 H3BaaeTe Kancyure npe3 OnUcTepHOTO (HOITHO.

IIpomMana Ha AHTAKOAIYJIAHTHOTO JICUECHHE
He npomensiite BalieTo aHTUKOAryaHTHO JieueHUE 6€3 KOHKpPeTHO yKkazaHue oT Bawus nekap.

AKO cTe npHe/in noBeyde oT HeoOxoanmara no3za Teaexcep
[TpueMbT Ha NpeKaleHo rojsiMa A03a OT TOBA JIEKAPCTBO MOBUILABA PHCKA OT KbpBeHe. CBbpKETE ce C

Bamug nexap He3abaBHO, aKO CT€ MPHUE/IH TBBPAEC MHOIO KancyJsii. iMa Ha paznonoxeHHe
BB3MOXKHOCTH 3a CEUUPUYHO NCYEHHE.

AKO CTe nponycHAJIH Aa npueMere Teaexcep

[IponycHaTa no3a MoXe aa ce npyueme 40 6 yaca Mpeau BPEMETO 3a NPHEM Ha CleBaLaTa 103a.
I[IponycHaTa 103a He TpaOBa 1a ce npueMa, ako OCTaBalUlOTO BPEME /10 CAEABALIATA 1032 € MO-MalKO
oT 6 yaca. He B3emaliite npoiiHa 103a, 3a Ja KOMOEHCHpATE NPOMYyCcHATaTa J1034.

AKo cTe cnpean npaema aa Tenxekcep

INpuemaiite Tenexcep TouHO kakTo By e npeanvcano. He cnupaitte npyemMa Ha ToBa siekapcTso, 0e3
Haii-Hanpe[ Aa CTe TOBOPWIM ¢ Bawiua nekap, 3al0TO PUCKBT OT 00pasyBaHe Ha KPBBEH ChCUPEK
MOXE /ia CE€ YBElIMYH, aKO CIIPETE IeHeHUeTo TRbpacE paHo. CebpxeTe ce ¢ Bawina nexap, ako umare
NOLIO XpaHOCMUIIaHe cnel npreM Ha Tenekcep.

A KO HMaTe HAKaKBH JOMBJIHKTEIHHU BbIIPOCH, CBBP3aHH ¢ ynoTtpedaTta Ha TOBA JIEKAPCTB
~
Bainus nekap uin gapMalesT.

4, B1u3MOXKHA HOKEIAHH PeaKIHA




KakTo BCHUKH IeKapCcTBa, TOBA JIEKAPCTBO MOKE Jia NIPEAH3BUKE HEXKETAHH PEaKLMH, BLITPEKH Y€ HE
BCEKH M NOJIy4aBa.

Tenekcep AeicTBa BbpXY Npoueca Ha KPbBOCHLCHPBAHE, NOPAAH KOETO NOBEYETO HEXKENAHU peakLUH
ca CBBP3aHH C NPOABH KATO 0Opa3zyBaHe HA CHHUHM MM KbpBeHe. MoxXe Ja HacThMH roJIIMO WU
TE€XKKO KbPBEHE - TOBA Ca HAK-CEPUOZHUTE HEXKE/TAHU PCAKLHH H HE3ABUCHMO OT MACTOTO HA
Bb3HHKBaHE, MOTaT J1a JOBEAAT A0 WHBAJIIMAK3HPAHE, XKUBOTO3aCTpaLLABALILIO CHCTOAHHE WIH IOPH
cMBPT. B HAKOH Cllyyau TOBA KbPBEHE MOXE /1a HE € BUHMO.

Ako npu Bac ce nosBH KbpBEHE, KOETO HE CIIMPA CaMO WK aKo UMaTe MPH3HALM HA [IPEKOMEPHO
KbpBeHe (M3KoUUTENHa cnaboct, ymopa, OJeAHOCT, 3aMasHOCT, r11aBoboHe Wik HeoOACHHM OTOK),
He3abaBHO ce nochaeTBaiTe ¢ Bauma nekap. BawuaT nexap moxe Aa peuv Aa Bu nabmoaasa no-
CTpPOro WM aa NpoOMeHH JieueHueTo Bu.

TpatOea He3abaBHO 1a kaxere Ha Bailuus nexap, ako yCceTUTE CEPHO3HA AEPruHHa PEaKL s, KOATO
NPUYHHABA 3aTPYAHEHO AMIIAHE WIH 3aMaHBaHe.

BBH3MOXHHUTE HEXEIAHK pPCaKliHiK Ca H36POEHH No-A04y, KaToO Ca rpyrupady Nno ToeBa KOJIKO HCCTO CC
NOoABABAT.

HEBQOTBP&THB&HG Ha 3a0ylIBAHEC HA KPBEBOHOCCH CHJ/{ B MO3BLKA WK TAJIOTO OT KPbBECH CBCHPCK,
DﬁEﬂE!EaH BCACACTBUC HA HAPYUICH CHPACHCH DUTHM

Yectu (Morar ga 3acerdar no 1 Ha 10 aywn):

- KbPBEHE MOXE J]a Bb3HUKHE OT HOCA, B CTOMAaxa WIM YEpPBaTa, OT [IEHUCA/BATHHATA WM
[MUKOYHHTE ITbTHLIA ( BKIIIOYUTEIHO KPBE B YPHHATA, KOATO OLIBETABA YPHUHATA B PO3OBO MU
YEPBEHO), MY NOJ KOXKaTa

- cnal B 6poa Ha YepPBEHHTE KPbBHH KJICTKH

- Ooska B KopeMa Wi cToMaxa

- NOIIO XPAHOCMHUJIAHE

- 4eCTO U3XO0XKAAaHE Ha KALLUABH UITH BOJAHHCTH H3MPAKHEHUS

- raicHe

Heuectu (Morar aa 3acerdar a0 1 Ha 100 ayuuu):

- KbpPBEHE

- KbPBE€HE MOXE [Ia Bb3HUKHE OT XEMOPOMIH, OT PeKTyma HIIK B MOZbKa.

- ofOpa3yBaHe Ha KpbBOHACAAaHE

- U3KAULUIAHE Ha KPbB WIK KbPBaBsa Xpauka

- cnaa B 6pos Ha TpomboLdTHTE B KPBLBTA

- Cr1aj Ha HUBOTO Ha XeMOrnoOHHA B KpbBTa (BELECTBOTO B YUCPBECHHUTE KPHBHHU KIIETKH)
- afiepruuHa peaxims

- BHE3arnHa MPOMSHA B L{BETA H BUAA HA KOXATa

- chphex

- A3Ba Ha CTOMAXa WM YepBata (BKIIOYHTEIHO A3Ba Ha XPaHOINPOBO/a)

- BB3ItAJIEHHE Ha XpaHOMIPOBO/a U CTOMAXA

- BpPbILAHE HA CTOMALLIHY COKOBE B XpaHOIpoBOaa

- MOBPbLIAHE

- 3aTPYAHEHO I'IITAHE

- OTKJIOHEHHSA B pe3yJITaTUTE OT 1a00paTOpHHUTE H3C/IEIBaAHUS HA YePHOAPOOHATa QYHKLUA

Peaxu (Morar na 3acernar go 1 Ha 1 000 qyum):
- KbPBREHE MOXKE [1a Bb3HHKHE B CTaBa, OT XUPYPrUU€H paspes, OT HaApaHABaHE, OT

MOCTABAHE HAa MHIKEKIIHA WK OT MACTOTO Ha MOCTaBAHE HA KAaTETHP BB BEHA
- CepHO3HA allepruvHa peakUuus, KOATO NPUUHHABA 3aTPYAHEHO AHLLIAHE KITH
- CEepHO3HA aleprudHa peakuMa, KOSTO MPHYHHABA MOAYBAHE HA THLIETO UAH




- KOXKeH OOpHB B pe3yJITaT Ha alepruyHa peakius, U3sBABaLLl Ce KaTO ThMHOYEPBEHH, HAJIUTHATH,
CHPOALIM MTBIIKH

- HaMaJisBaHE Ha MPOLICHTA HA KPbBHHTE KIIETKH

- MOBUILEHHU YEPHOAPOOHH EH3HUMH

- MOXBITSBAHE Ha KOXKATA WIH O40TO HA OUHTE, NPHUKHEHO OT YEPHOAPOOHK NpodeMH UK

npobyieMH C KpbBTa

C HeusBecTHA YecToTa (OT HAMMMHMUTE JaHHH He MoXe a Ob/ie HanpaseHa OLEHKa Ha YecToTaTa):

- 3aTPYAHEHO JHLIAHE HIN XPUITTCHE
- HamansBane Ha 6pos WM Jopw urnca Ha Geny KpbBHHU Ki1eTkH (KouTo nomarat 8 Hopbara ¢

HHEKLIMUTE)
- KOCOnan

[To BpeMe Ha KIHHHUYHO MPOYUYBaHe, CIy4auTe HA Bb3HHKBAHE Ha HH(PAPKT APH MPHJIOKEHHE HA
AaburaTpas erexcHiar ca OHIM YKCIEHO MOBeYe, OTKOJIKOTO MpH NTpWiokeHHe Ha BapgapuH. Kato
({410, YECTOTATA HA Bb3HWUKBaHE € OW1a HUCKA.

Jleyenue Ha KPHLBHH ChCUPELIH BLB BEHUTE Ha KpakaTa W Oenute ApoboBe, BKIIOYHTETHO
NpeaoTRpaTABAHE HA IMOBTOPHOTO MM oOpa3sysade

Yectu (Morart aa 3acerHat no 1 Ha 10 aywu):

- KbpPBEHE MOXE 1a Bb3HHKHE OT HOCA, B CTOMAXa WM 4YepBaTa, OT PeKTyMa, OT NeHUca/BaruHara
WM MIMKOYHHTE NBTHLUA (BKIOMHTENHO KPbB B YPHUHATA, KOATO OLBETHBA YPHHATA B PO3OBO HITH
YepBeHO), WK 0] KOXaTa

- NO1LO XpaHOCMMWIaHE

HeuecTu (MoraT aa 3acerHar a0 1 Ha 100 aywn):

- KbpPBEHE

- KbpBeHE MOXE Ja Bb3HHKHE B CTaRa MJIH OT TpaBMa

- KbPBEHE MOXE /14 Bb3HHKHE OT XEMOPOWIH

- cnaj B Opos Ha YEPBEHHUTE KPbBHM KIETKH

- obpazypaHe Ha KpbBOHACAdaHE

- M3KalLTAHE Ha KPBB WK KbpBaBa Xpauka

- ajJiepruyHa peakuus

- BHE3aMHa NMPOMSAHA B LIBETA U BHAa HA KOXaTa

- cbpbex

- I3Ba HA CTOMAaxa WK YepBaTa (BKAKUYHUTENHO A3BA HA XPaHOMNPOBOAA)

- Bb3NAleHHe Ha XPaHOMNIPOBOAA H CTOMAaxa

- BPbLIAHE HA CTOMALLHM COKOBE B XpaHONPOBO/1a

- rageHe

- oBpbilaHEe

- Oonka B kopeMa WiH cToMaxa

- YECTO U3XOXKAAHE HA KALIABH WIIH BOOHHUCTH H3NPAKHEHHUS

- OTKJIOHEHHS B Pe3yJITATHTE OT 1a00paTOPHUTE U3CACABAHUA HA YepHOAPOOHAaTa PyHKLIUA

- [IOBHILIEHH YEPHOAPOOHHU CH3UMH

Peaku (Morat aa 3acerHat ao 1 Ha 1 000 qywn):

- KbpBEHE MOXE J1a Bb3HHKHE OT XUPYPruHeH pa3pes, OT MACTOTO Ha NOCTaBAHE Ha HHXKEKLMA
WM OT MACTOTO Ha MOCTABIHE HA KATEThD BbB BEHATA, WIH OT MO3bKa

- cnaz B Opos Ha TpoMbouMTUTE B KPBBTA

- CEpPUO3HA AIEPruyHa peakLMa, KOATO MPHYHHABA 3aTPYAHEHO AHILAHE WIH 3aMaifBaHe

- CEPUO3HA alepruvHa peaklUHs, KOATO MPHYMHSABA MOAYBaHE Ha JIMLIETO WK MbPJIOTO
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3aTPYAHEHO QHLIAHE WK XPUITTEHE

craj HA HUBOTO Ha XeMOTrJI00HHA B KPBBTA (BELIECTBOTO B UEPBEHUTE KPBLBHH KIETKH)
HaMasBaHE HA MPOLEHTA HA KPbBHHUTE KIIETKH

HaMalgBaHe Ha Opos WIIH JOPH NUica Ha OeNTH KPBeBHHU KNeTKH (KOUTO nomarat B 6opdara ¢
HHPEKUHHTE)

MOXBJITABAHE HA KOXKATA WIH O4710TO HA OYMTE, MPUYHHEHO OT YEPHOAPOOHY NPOONEMH WIH
npobnemu ¢ KpbLBTA

Kocomnan

B nporpamara Ha NpoY4YBAHETO, CTyYauTe Ha Bb3HHKBAHE HAa UH(DAPKT IIpH NPHIIOKEHHE HA
JabuvraTpas erekcHaar ca OUIM MoBeye, OTKOIKOTO [IPY NPUIOKEHHE Ha BapgpapuH. Kato wino,
4yeCcTOTaTa Ha Bb3HKKBaHe ¢ Ouna Hucka. He ce Habnmoaasa nucbanaHc B yecTorata Ha Bb3HHKBAHE Ha
uH(papKT NpY NalMeHTUTE, NEKYBaHK ¢ naburarpaH, B CpaBHEHHUE C MALYHEHTHTE, JIEKYBaH#H ¢ nnauedo.

JleueHue 3a pasTBapsHe Ha Beue 0bpa3ysalu ce KPbBHU CbCHPEUM H NPEAOTBPATABAHE HA MOBTOPHOTO

UM oOpazyBaHe nNpu Jeua

Yectu (Morar ga 3acerHat go |1 Ha 10 gywmm):

cnal B Opos Ha YEPBECHHUTE KPbBHU KIETKH

cnaj B 6pos Ha TpoMOOLMTHTE B KPBBTA

KOXEH OOpHB B pe3yJITaT Ha aJicpru4YHa peakLys, U34BABall C€ KaTO TbMHOYECPBEHH, HAIUTHATH,
cHpOALIM MBOKU

BHE3aMHa NPOMAHA B LIBETA U BHAA H& KOXKATa

oOpa3yBaHe HAa KpbBOHACHAJAHE

KbPBEHE OT HOCa

BPbLIdHE HAa CTOMAUIHU COKOBE B XpaHOIIPOBOAA
MOBpbILAHE

raacHe

YECTO M3XO0XKJAHE HA KALUABH WU BOAHHCTH H3MPAKHEHUA
JOLUIO XPAHOCMHJIAHE

Koconaj

NOBULUEHH YEPHOAPOOHH EH3UMHU

Heuectu (Morart aa 3acernar o 1 Ha 100 ayuin):

HaMansBaHe Ha Opos Ha Oenn KpbBHH KIETKH (KOWUTO rnoMarat B 6opdara ¢ usadekumure)
KbPBEHE MOXKE 1a Bb3IHHKHE B CTOMAxa WM YepBara, OT MO3bKa, OT PeKTYMa, OT
[eHUCA/BarMHAaTa WIIH MUKOYHHUTE ITHTHINA ( BKIIIOUHTENHO XPhB B YPUHATA, KOSTO OLBETABA
YPHHATa B PO30BO WK YEPBEHO), UIIH 110J1 KOXaTa

cAaj Ha HHBOTO Ha XeMOorno0HMHA B KPBLBTA (BEHIECTBOTO B Y4EPBEHUTE KPBLBHU KIETKH)
HaMaJIABAHE Ha MPOLEHTA Ha KPBBHHUTE KJIETKH

Chpoex

H3KALLLTAHE HA KPBB WIH KbpBaBa Xpauka

6oJika B KOpEMa WM CTOMaxa

Bh3MaJIEHHE Ha XPaHONPOBOAA H CTOMAaxa

aNiepruyHa peakius

3aTPY/AHEHO I'bJTaHE

MOXKBATABAHE HA KOXKATA MJIH OAIOTO HA OUHTE, MPHUUHUHEHO OT YEpHOAPOOHH NpobieMH WK
npobnemMu ¢ KpbBTa

C Hew3BecTHA YecToTa (OT HAIMYHKTE JaHHU HE MOXe Aa Obae HanpaBreHa OLCHKA Ha Ye€CTOTaTa);

-

nunca Ha 6enu KpbuBHH KJIETKH (kouTO noMarat B bopbaTa ¢ HHPEKUUHTE)
Cepro3Ha aJlepryiHa peakilus, KOSTO NPHYUHABA 3aTPY/AHECHO JHIIAHE WK 3aMai

CEpPHO3HA AlepruyHa peakuus, KoATo IPHYHHABRA NOAYBAHE HA JYMLICTO UJTH I'b 3 '-,;,.r{,:‘*l"- |
3aTPY.AHCHO AULIAHE UK XPHITTCHE A T ;\ *"‘"\\
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KbPBEHE MOXKE Ja Bb3HHKHE B CTaBa WM OT TpaBMa, OT XMpPpYPru4ecH pa3pes rv(aﬁ'r_p‘tﬁ{ilﬂa FE : ’
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- KbPBEHE MOXE 11a Bb3HUKHE OT XEMOPOUIH
- 13Ba Ha CTOMaxa WM YepBara (BKIIOUHTENHO S3Ba HA XPAaHOMPOBOAA)
- OTKJIOHEHHS B PE3YJITATHUTE OT JIA00OPATOPHHTE U3CIIEABAHKMS Ha YEPHOAPOOHAaTa PYHKLNA

Crobmasane HA HeXKEJIAHH PeRKIIHH

AKO NMONYYHUTE HAKAKBH HEXENAHH JIEKAPCTBEHH peaKkLuy, yBeaomere Bauiuna nexkap unn gpapmauesr.
ToBa BK/1IOYBa BCHMKH Bb3MOKHH HEONMMCaHHM B TA3M JIMCTOBKA HEXeNlaHH peakudyd. Mosxkere chLuo aa
CBHOOLIUTE HEXETAHH peakLMH AUPEKTHO YpE3 HALIMOHATIHATA CHCTEMA 3a ChOOILABAHE KbM
H3nmbaHHTENHATA areHUUd 110 nekapersara, vi. ,. JlamsaH ['pyes” Ne 8, 1303 Codmus, Ten.:
+35928903417, yebealiT: www.bda.bg. Kato csobdmasare Hexenanu peaxilii, MOXKETE Ja AajeTe
CBOS ITPHHOC 3a M0Jy4aBaHe Ha MOBEYE HHPOPMALIHA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanasare Tejekcep
Ha ce chXxpaHaBa Ha MACTO, HEOCTEBIIHO 34 AeLa.

ToBa nexkapcTBO He M3UCKBA CNICHHAIHA TEMNIEPATYPHH YCIIOBUS HA ChXpaHeHHe. [la ce cbxpaHdBa B
OpPUIrMHA/IHATA OMAKOBKA, 3a 1a C€ NpeAna3H OT Bhara.

He w3non3asaiiTe ToBa NeKapCTBO ClIE] CPOKA HA FOAHOCT, 0TOENA3aH BLPXY KAPTOHEHATA OMAaKOBKa
cned ,,J oaen no:“. CpokbT Ha rOOHOCT OTFORapA Ha MOCICAHUA JCH OT NOCOYEHHU MECELL.

He u3xBBpIiiTe JeKapcTBaTa B KAHAJIM3ALMATA WIH B KOHTEHHepa 3a AOMALLIHH OTNagbLH.
[Tonuraiite Baluus ¢apMaleBT Kak a W3XBbPJATE IEKapCTBaTa, KOMTO Beue He U3nosssare. Teiu
MEPKH 1€ CIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA cpela.

6. Cobabpkanue HA ONAKOBKATA H JONLJIRATEIHA HHPOPMANHSA
KakBo cuanpxa Tenexcep

- AKTHBHOTO BelllecTBO € gaburarpad. Beaka TBbpaa kancyia cbabpxka 150 mg naburarpas
€TeKCuNaT (KaTo Me3nar).

- JIpyrure chCTaBkd ca BUHEHA KMCE/IMHA, XHTIIPOMENT03a, JUMETHKOH 350, Tax U
XHAPOKCHMPONULETYN03a.

- OO6BuBKaTa Ha Kancynata cbabpika kapareHaH (E 407), kanues xuiopua, THTAHOB JHOKCHN
(E 171), uugurotus - FD&C Cunbol (E 132) u xunpomenosa.

- YepHoTo neyaTHo MacTHNO Chabpxka wenak (E 904), yepen sxxenesen oxkcun (E 172),
nponuieHrnukon (E 1520), pazteop Ha aMOHAK, KoHUeHTpUpaH (E 527) 1 kaines XuaApoKcH
(E 525).

Kak u3rnexna Tesrekcep H KAKBO ChAbPXKa ONAKOBKATA

Tenexkcep 150 mg ca TBbpAM Kancyiu (C AbKHHA APpHOAK3NTETHO 21,7 mm) cbC CUHBO KaNAa4e K C
osno Tano. Jlororo Ha Gedeon Richter e namnosano Ha kanaveto, a “150” Ha T410TO Ha TBBLPAATA
Kancya.

Al/Al 6ancrepure ce ¢nctoar ot OPA/ALU/PE meko ¢donuo ¢ BrpaaeH H3CYLIUTEN U TBBPAO
aTyMMHHEBO (bonno, ceabpaxkaio 10 Tebpad kancynu. Besika kaproHeHa onakoska cbhabpxa 10, 30
K 60 TBBPAH KarCyJiu.

['pynoBa onakoBka, chbAbpkaia 3 onakopku ot 60 Tevpau kancynu (180 Tebpan/Ke y ),
OT/leJIHa ONAKOBKA OT IPYNoBaTa onakoska cbabpika 6 Al/Al 6inctepa no 10 TeYpAW/AKacyE.
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10, 30 nnu 60 TBBEpAM KaTICY.IH.

['pynoBa onakoBka, cbabpaila 3 onakosku or 60 ebpau kancyau (180 Tebpau kancynu). Beska
OT/IC/IHA OTIAaKOBKa ChaAbpxka 6 Al/Al nepdopupano 6aucrepa or 10 TBLpAH Kancynw.

He BcHMYKH BHAOBE OMNAKOBKH MOrar ja bbnar [IYCHATH Ha I1d3apa.

IpuTexcares HA pa3pelICHHETO 32 ynorpebda
Gedeon Richter Plc.

Gyomréi ut 19-21,

Budapest H-1103

YHrapus

Ilpon3BoanTen
GEDEON RICHTER POLSKA Sp. z 0.0.

ul. Ks. J. Poniatowskiego 5
05-825 Grodzisk Mazowiecki

[Tonma

Gedeon Richter Plc.
Gyo6mrdi 0t 19-21.
Budapest H-1103
YHrapus

Tora JeKapcTBO € paspelen 3a ynorpefa B crpanuTe-4ieHnkn Ha EHII cue caennure
HAHMEHOBARMA >

bbarapus: TEJAEXEP 110 mg, 150 mg TBbpau kancynu

Yexud: TELEXER

EcToHus: TELEXER

YHrapus: TELEXER 110 mg, 150 mg kemeénykapszula
JluTea: TELEXER 110 mg, 150 mg kietosios kapsulés
JlaTBua: TELEXER 110 mg, 150 mg cietas kapsulas
[Monuwa: TELEXER

PyMBbHHS: TELEXER 110 mg, 150 mg capsule
CnoBakus: TELEXER 110 mg, 150 mg tvrdé kapsuly

JaTa Ha MOCJeHO npepasriexiane Ha aacrosxkara: 07/2026
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