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JICPKAHUAMITHH XHAPOXJIOPHT
(lercanidipine hydrochloride)

IIpogeTere BHEMATEIHO ISA/AATA JHCTOBKA MPeJH A2 3AII0YHETE A IPHEMATE TOBA JIEKAPCTEO,

ThH KaTo TH CHIbPKA BaXKHA 332 Bac anopManas,

- 3anasere Ta3u JucToBKA. MOsKe Aa ce HANOXKH /1 A MPOYETETE OTHORBO.

- AKO UMATE HAKAKBY JAOMBJIHMTEIHN FENPOCH, NonuTaliTe Bamms nekap win GapManesT.

- ToBa nekapcTBo e mpeanrcano suaHo Ha Bac. He ro npeorcrenBaiite Ha apyra xopa. To Moxke
1a UM HaBpEeH, HE3aBHCHMO Ue TIPH3HALIMTE Ha TAXHOTO 3a60ngBaHe ca chlIMTe KaTo Bainure.

- AKO MOMyYHTe HAKAKBH HEXKeJIaHH PeaKLH, yBeaoMeTe Bamms texap win gapMauesT Toea
BKJIKQUBA H BCHYKM Bb3MOJKHH HE)KEJIAHUH pPeakiliH, HeOMHCAaHH B Ta3H AHCTOBKa. Bwkre
TOUKa 4.

Kakeo chabLpxka Ta3H JIHCTOBKA.

KakBo npeacrapngasa Jlexannin v 3a KaKBO ce H3IMOJ13Ba
Kakpo Tpsa0Ba Aa 3HaeTe, npeam fa npueMete Jlekanmin

. Kak z1a impueMare JlekanmuH

B13MOKHH HexelaHH peakIHH

Kak 1a cbxpansaBate JlekaamuH

CobappaaHse Ha ONTAKOBKATa H AOITHIIHATEIHA HHPOpMALAs

NP

1. Kakpo npeacrasiansa Jlekaanmaa B 33 KAKBO ¢e A3N03BA

JlekannuH cniazia KbM rpyna JICKapCTBa HAPEYESHH KANIHEBH aHTATOHHUCTH, KOHTO OJIOKHpAT
HABINH3aHETO HA KM B MYCKYJIHUTE KIETKH HA ChPIIETO U HA KPLBOHOCHHTE ChJAOBC, KOHTO
IpeHacAT KPBB OT ChpLETO (apTepun). HasnM3zaHeTo Ha Kanuuid B Te3H KETKH BOAH A0 CHKpAlllaBaHe
Ha CBPLETO H cTecHsBane HA aprepunTte. KaTto 610KMpaT HABIH3AHETO Ha KAJILIHH, KAIIHECBUTE
AHTAIOHUCTH HAMAABAT CHKPALIABAHETO (KOHTPAKLAKMTE) HA CBPIIETO H pas3lIHpABAT apTEPUHTE, KaTo
MO TO3H HAYHH KPBEBHOTO HAAIaHE CE MOHIKaBA.

Jlexanmuu By e npeanucaH 3a leyeHHe Ha MOBHIIEHOTO BH KPBBHO HANSMTAHE, H3BECTHO CBIIO KaTo
XHNEPTOHUS.

2. Kakpo TpadBa aa 3maeTe, npean aa npaemerte Jlexkajnun

He npuemanTe Jlekannan
- aKo CTE AJICPrHYHH KbM NIEPKaHHAMIHH WK KbM HAKOA OT OCTAaHAJIMTE ChCTABKH HA TOBA
neKapcTBO (H30poeHH B TOUKA 6).
- 4KO CTpajaTe OT ONpeAesiCHH ChpIeHHM 3a00IABaHHUA!
- HEKOHTPOJIHpaHa ChbPASYHA HEAOCTATHYHOCT
- HApYLICHO OTTHYaHE HA KPBBTA OT ChPLETO
- HecTaOWiHa aHrHHA NeKTopuc (rppaHa 00/Ka B IOKOH WM MPOrpeCHBHO H
Tpbana HoKa)
- aKO CT¢ npekapaiy HHQapKT Ha MUOKapAa Npeay No-MalKo OT €IHH Mece
- aKO MMAaTe TEXKKM 4epHOAPOOHH npoOJieMH;
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- aKo MMaTe TeXKH OBOpeuHn npodraemMu HIIH MPOBeXKAATE AUAIH3A;

- aKo TpHeMaTe JIEKapcTBa, KOMTo ca uuxuduropu Ha CYP3 A4 u3oeH3pMa:
- TPOTHBOI'bOMYHM JieKaPCTBa (KATO KETOKOHA30J WM UTPAKOHA30)
- MAaKPOJMHH aHTHOWOTHIIM (KATO EPHTPOMHMLIMH, TPOJICAHAOMHIMH WITH KIAPHTPOMHIMH);
- AHTHUBHPYCHH JIEKAPCTBA (KAaTO pATOHABHP)

- 34€/IHO C APYTo JIEKAPCTBO HAPEUEHO LMKIOCTIOPHH

- C FPEUNIQPYT WIH COK OT rpeindpyr

llpengynpexaeHns H NpeANa3sHHd MEPKH

Fosopete ¢ Bawua nekap wnu dapMatieeT, npeay Ja npueMmere Jiekannus:

- aKo UMate 3a00/IABaHe Ha CHPLETO, H3BECTHO KATO CHHIAPOM Ha OONHUA CHHYCOB BB3C/T H
HAMATE [IOCTABEH NEHCMEHKBP

- aK0 MMAaTE APYTY npoblieMu ChC CHPLIETO WM CTpajiaTe OT rphaHa 0onKa (CTeHOKApau ),

- ako uMate npobieMH ¢ yepHua Apob win OrOpenTe MM IPOBEXXIATE THATH3A.

Apyru aexkapcerBa H Jlekaanun
Tpabea na xaxere Ha Bamua aekap win dapMalieBT, ako IIpHEMaTe, HACKOPO CTe NPHEMATH WM €
BB3MOXKHO A3 MIPUEMETE APYIH JIEKAPCTBA, BKTIOYHTEHO M TAKWBA, OTNYCKaHH 6e3 perenra.

[IpremMbT Ha JleKannyH ¢ HAKOH APYTH J€KapCTBa (BIK [10-A0/IY) MOXKE JIa IPOMEHH eeKTa Ha TE3H
JeKapCTBa MM TO3H Ha JlexannuH.

OcobeHo BakHO ¢ BammusT nekap Aa 3Hae, ako Bede ce JISKYBaTe ¢ HAKOS OT CJICTHHTE JICKapCTRA:

- denuTomn, PeHobapOuTan MM KapbaMazelHH (JeKAPCTRa 34 JICYSHHE Ha eTIICTICHS )

- pudaMIUIEH (JICKAPCTBO 3a eUSHHe Ha TyOepKynosa)

- MHa30/1aM (CHBHOTROPHO JIEKAPCTBO)

- IHMETHIMH, MoBede ot 800 mg/nen (nekapcTBo cpellly S3BH, HAPYIICHO XPAHOCMHIAHE HITH
CTOMALIHH KHCEJIMHH)

- JHTOKCHH (JIEKAPCTBO MPH CHPACHHH CMYIICHH)

- TepdpeHaguH WIH acTeMH30 (JIeKapcTBa NPOTHB AJIEPTHHA)

- aMHOJAPOH, XMHHIHH HIIH COTAJION (J1eKapCTBa 3a JIEYeHHe Ha YCKOPEHO chpLebHeEHe)

- METONPONo (JIEKapCTBO 3a JISUEHUE Ha MOBHIIEHO KPhBHO HAINIAHE)

- CHUMBACTaTHH (JIEKapCTBO 3a MOHIDKABaHE HA BUCOKATE CTOMHOCTH Ha XOJIeCTEPOIa)

- ApPYTH JIEKapCTBa 3a JICHEHHE HA BUCOKO KPBBHO HAJIAIaHe.

JleKa/IIAH ¢ Xpana, HADATKHA B AJIKOX0J1
He Tpa6Ba nia KOHCYMHpaTe rpeiindpyT Wik cok ot rpeidndpyT, Thil KaTO TOBa MOXKE 1a ycuiH edexra
Ha Jlekanmnsn.

He xoHCYMHpaiTe aKOXO0I 110 Bpeme Ha Jie4eHueTo ¢ JlekaanuH. AKo KOHCYMHpaTe aJKoXO0a 3a€/IHO
¢ JIekaJluH, MOXe 18 YCEeTHTE 3aMaiBaHe/ MPHIIAabK, YMOPa HIIH cllaboCT, ThH KaTo ANKOXOIBT MOXKE
AA 3acHIIU epexThT Ha JlekanmnuH.

bpemeHBOCT H KLpMEHe

JlekannHH He ce MpenophYBa 3a ynorpeda no BpeMe Ha GpeMeHHOCT B He TpsaOBa Aa ¢e H3N0A3Ba 110
BpeMe Ha KbpMEHe.

AKko cTe OpeMeHHa, KbPMHTE KA HE H3MON3BaTe ¢(PeKTHBHA KOHTPALEITIHS, aKO cMATaTe, Y& MOXE a
cTe OpeMeHHa WiH TUIaHnpaTe OpeMeHHOCT, TIOCEBETBaliTe ce ¢ Bamns Jiekap Wi (papMaugBT TIPeAn
ynorpebara Ha TOBa IEKapCTRO.

lojgupane 1 pabora ¢ MAIIHAA
AKO NMONTYYHTE 3aMAAHOCT, CTabOCT WIH CBHIMBOCT JOKATO NPHEMATE TOBA JIEKAPC
mohupalTe ¥ He H3NON3BANTE MALIMHH,
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JIekaInHA CHABPKA JAKTO032 H HATPHH

Axko Bamusar nekap BH e kazan, ye MaTe HeMOHOCHMOCT KbM HAKOH 3aXapH, CBBPXKETE Ce C Hero
IIpEAN Ja IPUEMETE TO3H JAEKAPCTBEH NPOYKT.

ToBa nekapcTBO Chappxka no-Manko or 1 mmol Hatpuit (23 mg) Ha dpwimupana TabneTKa, T.€. MOXE
Ja ce Kaxke, 4e IPaKTHYECKH He ChIbp:Ka HATPHH.

3. Kakx aa nopremarte Jlexannun

BuHaru npuemaiite TOBa 1€KapcTBO TOYHO KakTo Bu e ka3an Bawmua nexap. Axo He CT€ CHTYPHH B
Hewlo, monuTaiTe Baluus gekap Wik ¢apMaleBT.

[IpenopvunTenHara g03a € eana Ppunmupana rabnerka Jlekannue ot 10 mg AHeBHO MO €HO H CHUIO
BpEME Ha JICHA, 3a NPeANOYMTaHE CYTPHH Hal-Manko |5 MHHYTH Npeay 3aKycKa, ThbH KaTo
KOHCYMallHATa HA XPaHH ¢ BUCOKO ChIBPKAHWE HA MA3HMHU 3HAYHTE/THO TIOBHINABA KOHLIEHTPALIMUTE
Ha JIEKapCcTBOTO B KPbBTA. BauIuaT Jiekap Moxe Jja pelnH Jia MOBMIIK Ao3aTa Bu 10 eaHa puaMHpaHa
Tabnerka Jlekannun oT 20 mg nHEeBHO, aKoO € HEOOX0IUMO.

3a npeanoyHTade € TabJeTKHTE Na ce I'BITAT LIeNH ¢ ¥4 yaia Boga. JlenurenHara YepTra ¢caMo
yJIECHSBA pa3uyNBaHeTO Ha TabaeTkara, ako UMaTe 3aTpyAHEHHR Ja 4 NPEriIbTHETE LisIa.

¥Ynorpeba npa gena 1 WHOMH
JlekannuH He ce mpenoOpbYBa 3a yrioTpeda npH Aena v oHoH noA 18 roguns.

AKO ¢Te MpHEIH NOBEYE OT HeoOXoauMaTa A03a Jlekaanmn
He3zabaBHO ce CBBpKETE 328 CHBET C JIeKap, Hail-01u3kaTa OOHHAIA CHC CIICITHO OTACICHHE HITH
LEHTBP MO TOKCHKOIOTHA.

Hﬂ,[[BHlIIaBaHeTO Ha npaBHIHATa [03a MOXE Aa JOBEAC 10 CHITHO CllajaHe Ha KPBPBHOTO HANIAI'aHC H

ydecTeHa WIH HepaBHOMEpHA ChPACYHA JieitnocT. BpaMoxHO e na npudHHH riapobonve M 3aryba Ha
Ch3HAHHE.

AKO cTe NIPOMyCcHAJH Aa npreMeTe Jlekaannn

AKO CTe npOIyCHAJIK 4 MpHeMETE €1Ha TabJieTKa, B3eMETE 1 BeIHara Clie]] KaTto CH CIIOMHHTE, OCBEH
aKO € HacCTBIIWIO BPEMETO 3a cneaBamara 1o03a. Cnea Tosa NpoabibkeTe Mo 0dMyaHHHUg HadHH.

He B3emaiire nBoiiHa 1033, 3a Ja KOMIIGHCHpATe NPOITyCHATATa A03a.

AKO cTe clipesn npueMa na Jlekannnn

Axo cripere npueMa Ha Jlekannun, Baliero kpbBHO HangraHe MoXe OTHOBO Jia C€ TMIOBHIIIH.
KoHcynrupaiite ce ¢ Bammis nekap npeam Ja CnUpaTe JISUEHHETO.

AKO HMaTe HIKAKBH NOITBTHHTETHH BBOPOCH, CBEP3aHH ¢ yoTpebara Ha TOBA JIEKapCTBO, MOJIA
nonuTaite Bamusa nekap wiu dpapManesr.

4. BB3MOXKHE HexKeJAHR pPeaKNHH

KaxTo BCHYKH JlekapcTBa TORA ASKAPCTBO MOXKE J1a NP IM3BUKA HEXKCAaHH PeakLiH, BBIIPEKH Y€ HE
BCEKH I'Ml MIOMyYaBa.

HsaxoH HeXeTaHN peAKIHH MOTAT Ja ObAAT CePHO3HH: AKO BL3HHKHE HAK
peaklnu, He3a0aBHO YBeaoMeTe Bamusn jiekap.
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Peoku (mozcam oa 3aceznam oo 1 na 1 000 nayuenma):
CTEHOKapAus (rpbina 0OJIKa Topaan HApYIHEHO KPhBOCHAGIABAHE HA CHPLIETO), AEPru4HH peakinu
(CHMIITOMHTE BKIIOUBAT ChPOCK, OOpHUB, YPTHKApUS), TPUNAJIBK.

Ilpy mangeHTH ¢ IpeALWecTRala CTEHOKapAHsa MOXe Jia ce HabmioAaea NOBHUICHA Y€CTOTA,
NPOABIDKHTENHOCT WIIM TEXECT HA TE3H MPUCTHIIM ¢ TpyNaTa JIEKapcTBa, KbM KOMTO NPUHAATTCIHKH
JlakannuH. Morar ga ¢ce HabaoaaRaT W30NHMpPaHH CTyUan Ha UH(GApPKT.

JAPYrH Bb3IMOKHH HEKEJAHH PeaKIHHA:

Yecmu (mocam oa 3aceznam 0o 1 na 10 nayuenmu).
r;apodoNHe, YIECTEH ChPACUYEH PHTEM, YCEIaHe Ha YIAPUTE Ha CHPLETO, 3a4EPBABAHE Ha JULIETO
(BpeMEHHO €NHU30AHYHO 3aYEPBIBaHE HA JIULIETO H IIIHATA), OTOK OKOIIO ITIC3CHHTE.

Heuwecmu (mocam oa 3acezrnam oo 1 na 100 nayuenma).

3aMasgHOCT, MOHMKABAHE Ha KPBBHOTO HAJIAraHE, KOETO MOXKE J1a AOBEAE AC HPHIATEK, JOLIO
XpaHOCMUNIaHe, raicHe, KopeMHa Ooka, o0puB, Cepbexk, MyCKyHa O0JIKa, OTACIAHE HA TOIEMH
KOIMYECTBa ypHHa, ¢J1abocT, yMopa.

Peodxu (mozam oa 3acezram oo 1 na 1 000 nayuenmu):
CHHIIMBOCT, IOBPBLIAHE, AHAPHA, YMECTEHO YpUHHpaHe, bonka B obacTra Ha rbpAHTe.

C neussecmna vecmoma (ne Mooice 0a Hv0e HaNPAaseHa OYeHKa HA YeCmomama om HATUHHUME
OaHHU).

Iloxypane Ha BeHIIMTE, IOBHILIABAHE HA CTOMHOCTUTE HA YEPHOAPOOHUTE EH3UMH B KPBBHHUTS
H3CISABaHUA, MBTHA Te4HOCT ([IPH M3RBPUIBAHE HA JHAIH3A Ipe3 Tprba B KopeMa), IOAyBaHe Ha
JTULETO, YCTHHTE, €3WKa HIIH I'BPJIOTO, KOSTO MOXE 13 MPUYNHH 3aTPyIHECHHUS B JHIIAHCTO HIIH
NPErTBLIAHETO.

Cro0mapane HA HeXKeJIARH PeaAKIHH

AKO NOJIyYHTe HAKAKBH HEXKENaHH TEKAPCTBEHH peaKiMH, yeeaoMere Bainus nekap wiH GpapMalesT.
ToBa BKIIOYBA BCHUKH BB3MOKHH HEOIMMCAHH B Ta3H JIMCTOBKA HexKeJlaHH peakuH. MoxeTe chilo Ja
CHOOHINTE HEOKENAHH PEaKLIHA JUPEKTHO upe3 U3mbHMTEHA areHLHA [0 IEKapCTBaTa, yi. ,,JlaMan
['pyer” Ne 8, 1303 Coous, Ten.: 02 8903417, yebeaitr: www.bda.bg. Karo chobmaBarte nexxenaHu
peakL|H, MOXKETE Ja JaJeTe CBOSA NPHHOC 3a MOoJyYaBaHe Ha MoBede HHPOpMALHA OTHOCHO
0e30macHOCTTa Ha TORA JIEKAPCTBO.

5. Kaxk aa chxpanaBare Jexkaanun
Ha ce cpXpaHaBa Ha MACTO, HEJIOCTBITHO 3a Jelia.

He u3nonspaiTe TOBa NEKapCTBO CEA CPOKa Ha TORHOCT, OTOENA3aH BhPXY €THKETa, KapTOHEeHaTa
OMAKOBKA WX OMAKOBKaTa 3a TabneTky ciel CrKpateHHeTo ,,[ oaeH n0“. CpoksT Ha FOTHOCT
OTroBaps Ha MOCHETHHA AEH OT MOCOYEHHA Mecell.

YCI0BUS HA CBXPaHEHUE:
bmucrep AIVPVC/PVDC: da ce cbxpansea nox 30°C B OpUruHaiHaTa OAKOBK4, 34 a CC NpeAnasy

OT BJIAra.
Omnaxkogeka 3a Tabnerku (HDPE), 3arsopeHa ¢ nonMeTisieHOBa Kanadka: Jla ce cuxp
OPUrHHAIHATA ONMIAKOBKa, IUTHTHO 3aTBOPEHA, 3a Ja e npeAnasH OT BJiara.

He u3xBBpuisiiTe JeKkapcTBaTa B KaHAIW3alMATa WIH B KOHTEiHepa 3a [0 AR, <% 0
IlonwuTaiite Bamms ¢apMaleBT kak /ja M3XBBPIIATE JICKapCTBATa, KOUTO Beyf] HE p3gosiipate. Tean:: |

MEPKH 1Ne CNIOMOrHAaT 324 OIIa3BaHE HA OKOJIHATA Cpefia. &:
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6. C(CbAbpXKaHHe HA ONAKOBKATA H JONLJHHTEHA HHpoOpMaNaAd
KaksBo cpappaxa Jlekanmuu

- AKTHBHOTO BELIECTBO € JICPKAHHAMITNH XHAPOXJIOPH]
Jlexannun 10 mg ¢punmMupana Tabrerka: Enna 10 mg ¢punmupana Tabnerka coaspka 10 mg
JIEPKAHUIMIIHH XUIPOXITOPH], eKBUBAJICHTEH Ha 9,4 mg NepkaHUAUITHH.
Jlekannwn 20 mg ¢punmMupana Tabrerka: Enna 20 mg dunmupana Tabnerka cxabpxka 20 mg
JIEPKaHHAMIIHH XHAPOXITOPH], CKBHBAJICHTEH HA 18,8 mg nepkaHHIHIIMA.

- Jlpyrure chCTaBKH Ca:
Tabaemno 20po: MarHe3MeB creapat, nosuaoH (K-29/32), HarpreB HHIIECTEH
rukoaar (Tvn A), naKT03a MOHOXHAPAT, LENYJI03a, MUKPOKPHCTAJIHA.
Dunmoso noxpumue:
Jlexannun 10 mg dwimMupanu tabnerku. Makporon 3350, MONUBHHIIOB aJKOXOJ (4YaCTHYHO
XMJIPOJIH3HPaH), TAIK, THTaHoB auokcdd (E 171), xeneszen okcua, xwit (E 172).
Jlekannuy 20 mg puamupann Tabaerku: Makporon 3350, MOIHBAHIIOB aNKOXO0J (YaCTHYHO
XHJpONH3HpaH), Tank, TuTanoe qHokcHa (E 171), xenesen okcun, xwiT (E 172), xenesen
okcua, yepseH (E 172).

Kak m3raexaa Jlekaldnue H KAKBO CLALPXKA ONAKOBKATA

Jlexkanmud 10 mg punmupany TabneTku: TabneTkuTe ca JKbJITH, KPBITIH, JBOHHOH3IIBKHAIH C
IuaMeTsp 6,5 mm drMHpaHn TabNeTkH, ¢ AeJHTEIHA YePTa OT €AHATa CTPaHa, ¢ Haamuc 'L’ ot
Jpyrara CrpaHa.

Jexannus 20 mg dpunMupasy TabneTky: TabneTkuTe ca po30BH, KPBIUIH, ABOHHOM3ITEKHATIH C
avaMeTsp 8,5 mm QHIMHpaH#H TaOleTKH, ¢ ACIMTENHA 4€PTa OT ¢HATA CTPaHa, ¢ HaMKUC ‘L' oT
Apyrara cTpaHa.

JlenuTenHaTa yepTa € caMo 34 YJIECHABAHE HAa CUYNBAHETO ¢ (1€l N0-JIECHO NMOTTTBIIAHE, a HE 32
pa3aensHe Ha paBHU JO3H.

Buooee onarxoeru:

Bnuctepu( AVPVC/PVDC):

Jexanmue 10 mg dunmupanu Tabnerku: 7, 14, 28, 30, 35, 42, 50, 56, 90, 98, 100 drimupanu
Ta0JIeTKH

Jlekannuu 20 mg dunmupanu Tabnerku; 7, 14, 28, 30, 35, 42, 50, 56, 90, 98, 100 pruimupann
Ta0MEeTKH

Onakoeka 3a Ta0nerku:
Jlexkannuy 10 mg dunmupanu tabnetkn: 100 dbunmupasnu TabneTku

Jexkannun 20 mg punmupann Tabnerku: 100 pummupanu TadieTku

He BcHuKH BHI0BE OMAKOBKH MOraT Aa OpJaT ITyCHATH Ha ra3apa.

IlpnaTexkare) Ha pa3pemeHNneTo 3a ynorpeda
TevaB.V,
Swensweg 5

2031 GA Haarlem
Huaepnanaus

Ilpon3BoauTe H:
Actavis Lid.

BLB015-016 Bulebel Industrial Estate
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Zejtun ZTN 3000
Manra

bankangapma - Jlynnmna AJl
yi. ,,CaMOKOBCKO moce™ Ne 3
2600, Aynuuua

bunrapus

To3n NexapcTBeH HNPOAYKT € pa3pemicH 3a ynoTpebda B AppxasatTe wicnkd na EUIL nojg
CNIeHHTE HMEHA:

barapus Jlexanmun 10 mg punmupanu TabieTky
Jlexanmin 20 mg ¢punmupanu Tabnerku
Ecronns Lerkanidipin Actavis 10 mg
Lerkanidipin Actavis 20 mg
YHrapus Lecalpin
JlaTBHA Lercanidipin Actavis
JluTBa Lerkanidipin Actavis 10 mg plévele dengtos tabletés
Lerkanidipin Actavis 20 mg plévele dengtos tabletés
[Tonma Lecalpin
Crnoeerus Lecalpin

JlaTa Ba NOC/IeAHO Npepa3riekKaaHe HA JTHCTOBKATA —
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