1.3.1 Irbesartan hydrochloride - -~

SPC, Labeling and Package Leaflet DK, CZ, EE, FI, HU, ES, GR, PT I‘\_T)C%}RO S&
SE, PL, LT, BG g

Irbesartan Miklich 75 mg film-coated tablet
Irbesartan Miklich 150 mg film-coated tablet
Irbesartan Miklich 300 mg film-coated tablet

Irbesartan
Hpoecapran Muxiang 75 mg puamMapanu TadaeTKn
Hpbecapran Muaxan4 150 mg puamMuapanu Tabaerku

Hpbecapran Muxiama 300 mg puaMupann TabneTkn
Hpbecapran

IIpoueTere BHHMATEIHO OA/IATA JIHCTOBKA NPEAN 1A 3a04HeTE Aa IPpHEMAaTe TOBA JIEKapCTBO.

- 3ana3sere Ta3H JUCTOBKA. MOXe a ce HaNOXKH f1a A [IpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOITRIHHTE/IHYA BIPOCH, MonuTakiTe Bamns nekap winu dapManesr.

-  Tosa nekapcTBo € mpeAnucaHo JUYHO Ha Bac. He ro npeorcronBaiite Ha apyru xopa. To
MOJKE [{a KM HaBpeay, He3aBHCHUMO OT TOBA, Y€ TEXHUTE CHMIITOMH Ca CHIIMTE KaTo Baiuure.

- AKO HSKOH OT He)KeJIaHHTeE JICKApCTBEHH PeaKLiMM CTaHe CEPHO3HA, WITH 3abenexure Apyr,
HEOMHCAHH B Ta3H JIHCTOBKA HeXKeJIaHH peaKiluy, Mo yBeaoMeTe Baluus nexkap Wiu
(bapMaLeBT.

B Ta3H JIHCTOBKA:

1. KaxBo npencrasnsasa Upbecapran Muxiud 4 3a KakBo Ce H3II013Ba
2. Ilpenu na npuemere Upbecapran Mukiny

3. Kak na npuemarte UpbSecapran Mukiug

4. BB3MOXKHH HEXXeNTaHU peaKLMH

5. Kak ga cexpanaBate Upbecapran Mukany

6. Honbanurenna uagopMalus

1. KAKBOIIPEJACTABJISIBA HPBECAPTAH MHAKJ/INY A 3A KAKBO CE H3110JI3BA

HpGecapran Muiunii MPUHAUIEKM KBM IPYNATa JEKapCTBEHH MPOLYKTH, M3BECTHH KaTO AHTarOHKCTH
Ha auruoreH3uH-11 penenropure. AuruorensuH-1l e BemecTBo, KOETO c€ 0OpasyBa B OpraHHU3Ma M ¢¢
CBBP3Ba ¢ pPeLieNTOPHTE B KPHBOHOCHUTE CHOBE, KAaTO NPEIMW3BHKBA TAXHOTO CBHBaHe. ToBa BOAM 10
NOBHINABAHE Ha KPBBHOTO HasnArane, Mpbecapran Muxiny npeaoTeparspa CBbp3BaHETO Ha
aHrHoTeH3uH-II ¢ Te3n pellenTOpH, KATO TOBA BOAH IO OTIIYCKAHE HA CHAOBETE H NOHHKCHHE HA
KPBBHOTO HAJIATaHe.

Hp6ecapran Myuxyiny 3a6aBs pa3sBUTHETO HA HapylieHHe Ha 6p0peunaTa pyHKLHA NP MALHEHTH C
BHCOKO KPBBHO Hanarane ¥ guadet tvm 2.

HpbecapTan MHEKIHY ce H3MON3BA 32 JICUSHHE Ha BUCOKO KPBBHO HalIAraHe (XHUIIEpTOHHA) U 32
neveHue Ha 3abonspane Ha OBOpeLHTe MPH NALMEHTH C BUCOKO KPBBHO HajiAraHe U A4abet THn 2,

2. [IPEJIHA JA IPAEMETE HPBECAPTAH MHMKJINY

He npuemaiitTe Hpbecapran Muaxany

- aKO CTe aICPrHMHM (CBPbXYYBCTBHTEIIHH) KbM HpOecapTaH WM HAKOS OT OCTaH
Ha UpGecapran MUKIHY

- aKoO CTe B MOCJIEIHHTE IIECT Mecelia oT OpeMEeHHOCTTa, BUXKTe pasaen “bpeMeHH

- aKO KbPMHTE

O0bpHeTe CenEATHO BHHMAaHHE NpH ynoTpebara nua Hpbecapran Maxnang

SmPCPIL000750/6 11.12.2007 - Updated: 29.10.2008 Page 1 of 6




1.3.1 Irbesartan hydrochloride

SPC, Labeling and Package Leaflet DK, CZ, EE, FI, HU, ES, GR, PT, NO, RO, SK,
SE, PL, LT, BG

- aKO CTpaJaTe OT CHIHO MOBPHILAHE WIHM AHapUd

- ako HMaTe npobnaeMu ¢ 6nbperure

- axKo uMate npoblieMH CbC CHPLIETO

- axo npuemarte HpGecapran Mukiu 3a 66pedHo 3abongBaHe B pe3yiaTar Ha guaber. B To3u
cayvam,
BamusT nexap MoxKe [a MPOBEX/a PEIOBHO M3clicABaHE HA KPBBTA, 0COOCHO H3MepBaHe HUBATA
Ha KaJInii B KPBBTa, B CJIy4aii Ha HapymieHa 6s6pedHa QyHKLus.

- Bue Tpa6ea na ypenomure Bammsa sekap, ye npuemate Up6ecapran Muxiuy, ako Bu npeacton
HAKAKBa XHpYpruuHa onepalys WiH NPHeM Ha aHeCTETHLIM.

Tps6ea na yBenoMHuTe Bamms nekap, ak0 MHCIIHTE, He CTe (MM Y€ MOKe Aa cTe) OpeMeHHa.
HpGecapran MuK/IHY He ce Ipenoph4Ba NpH paHHa OpeMeHHOCT H MOXKE 1a IPHYHHH CEPUO3HO
yBpeKaaHe Ha Bawero Gebe citea TpeTHs Mecell oT GpeMEHHOCTTa, BIDKTe pasaen “bpeMeHHOCT U
KbpMEHE .

IIpHeM Ha APYTH JIEKAPCTBA
Mons, uHdopmupaiite Bamus siexkap Win dapMaLCRT, aKO IPHEMATE HJIM HACKOPO CTE NpHEMaTH
APYTH JIEKAPCTBA, BKIIOUHTENHO H TAKHBA, OTIYCKaHH Oe3 penerira.

Hp6ecapran Mux/in4 He B3aUMOAEACTBA C APYTH JIEKapCTBa.

Moske 71a ce HATIOXKHW M3c/ieiBaHe Ha KPBBTa, aKO NIpHeMare:

- KAITHEBH N00aBKH,

- 3aMECTHTEIM Ha TOTBAPCKATA COJ, ChABPIKAIIM KaJlHH,

- KATHI-CHXpAHSABALIM JIEKAPCTRA, KOUTO YBEAH4ABAT OTACIAHETO HA YpHHA (AUYPETHLIH) WK
- JTATHR-CBABPKALLM JIEKapCTRa.

Kakto npH ApYTH JICKAPCTBA 3a NMOHIKaBaHe Ha KPhBHOTO HANAraHe, ebexra Ha HpOecapTaH MOXe /i3
6bie HAMAIEH [IPH €JHOBPEMEHHOTO IIPHIIATaHe ¢ HECTEPONAHH NPOTHBOBB3NAINTEIIHH CPE/ICTBA
(xato HanpuMmep UOynpodeH).

TIpuem na Hpbecapran MEKAKY ¢ XPAaHA H HANHTKA
Hp6ecapran Muxmig Moxe a ce npHuema cbe win 6¢3 xpaHa, TabneTkure TpabBa fa ce JOCTAaThYHO
KOJIM4ECTBO TEYHOCT (HanpuMep vailia BOAa).

BpeMeHHOCT H KEPMEHE
[locheeTRaiiTe ce ¢ Bamms nekap wid GapMaLeBT pead YNoTpedaTa Ha KOETO U Ja € JIEKapCTRO.

Bpemensoct: Tpabsa na yBesomuTe Balllns nekap, ako MUCIHTE, Y€ CTe (Wi Y€ MOXe A2 CTE)
6peMenHa. OGHKHOBEHO BammaT Jiexap 1ie B MOCHBETBA /I 3aMIOYHETE /1a MPHEMATe ApYyTo
nexapcTro BMecto HUpbecapran Mukumy, Thii kato Upbecaptan MUKIHY HE ¢ MpenopbHBa npes
paHHaTa GPEMEHHOCT M MOXe /1a IPHYWHH CEpPHO3HO yBpexaHe Ha Bamero 6ebe, ako ce n3nonssa
cnen 3-us mecen ot 6pemennoctTa. Mp6ecapran Mukiny oGUKHOBEHO TpAOBa a OB/ie 3AMEHEH C
NOAXOALL IEKAPCTBEH MPOYKT 33 BUCOKO KPBBHO MpPEeAH HaYaloTO Ha OpeMEeHHOCTTa.

JlexapcTBEHHA NPOAYKT He TPAOBA Jia Ce NMpHeMa o BpeMe Ha BTOPHA WIIH TPETHA TPHMECEE ; HRAL Ny y
6peMEHHOCTTA KM 110 BpEME Ha KbPMEHE. & '

O6uKHOBEHO BamusT siekap e Bu nochBeTBa Ja cipere npueMaHeTo Ha Hpbecapre
BeAHAra oM pa3bepere, ue cre HpeMeHHa.

B ciyuait, 4e 3a6pemeneeTe no Bpeme Ha nevenue ¢ Upbecapran Muwiny, Moji, HHQOPN
nocetere Baliips ekap He3abaBHO.

JRL

LT T
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Kbpmene: Upbecapran Muwind He TpaOBa 1a ce mpueMa ako KbpmuTe (Bux “He npuematime
Hpbecapman Muxnuu™),

Hlodupane n paborTa ¢ MAIIHHA
Hpbecapran Muknu4 He ce o4yakea Ja Bb3AeicTBa BepXy Bamnara cnocobHocT 3a modupane win
pabora ¢ MmawuHHU. Bxnpeku ToBa, pAaKo Nno BpeMe Ha JICYCHHETO Ha BHCOKOTO KPBBHO HAJIATAHE,

MOX€E J1a BE3HHKHAT 3aMajgHOCT HIH OTNAAHAIOCT. AKO IIOYYBCTBATE TOBA, KOHCYIITHPAHTE ce ¢
Bamua aexap npeau aa wopypaTte Wik paboTute ¢ MAlIHHH,

Baxxna aHQpOpMANAA OTHOCHO HAKOH OT ChCTABKHTE HA Hpbecapran Muxianu

To3u nekapcTBEH NMPOAYKT ChABPXKA PHLIMHOBO MACO, KOSTO MOXKE Ja NMPHYHHH CTOMAILIHO
pa3CTPOMCTBO M AHApPHS.

3. KAK JA IPHEMATE HPBECAPTAH MHUKJIHY

Bunaru npuemaiite Hpbecapran Muximd To4Ho, Kakto BH € kazan Bamus nekap. Ako He cte
CHI'YPHH B HEIlIO, MonuTakTe Bammua nexap wiu (gapMaliesT.

ObuuaitHara n03a ¢ 150 mg Beansk AHeBHO (ABE TabneTku AHEBHO). [10-KBCHO, B 3aBUCHMOCT OT
NOBJIMABAHETO Ha BaleTo KpBEBHO HANATAHE, H03aTa MOoXke aa Obae nmopumeHa 40 300 mg (wetHpH
TabJIETKH JHEBHO) BeAHBK JHEBHO.

MakcUMaTHHUAT BCI)BKT 34 IOHM>KABAHE HAd KPBBHOTO HAIATAHC TpﬂﬁBﬂ 114 ce MOCTHTHe 4-6 ceaMULU
CIlIEA HAYallOTO Ha JICHCHHUCTO.

[Ipu manmMeHTH ¢ BUCOKO KPBBHO HaldraHe U ayabeT THN 2, Ce NPENoOpbYRA MPUEMa Ha NOIbpaKALLA
no3a ot 300 mg BeZIHEK AHEBHO, 3a JISYCHHE HAa CBBP3aHOTO OBOpeuHo 3abonsBane.

HEKapHT MOXKe 1a By IIpenopb4a rno-HUCKaA /1034, 0COOEHO B HAYAIOTO Ha JISYEeHHEeTO I[IpH HAKOH
[NAaLHCHTH, KaTO TAaKHBa HA XCMOJHAIN34a KIIM TAKHBA HAa BB3pacT Hal 75 roauHM.

Hpbecapran Mukin4 € npegHasHa4YeH 3a NepopaHo npunoxkeHue. Tabnerkure Tpadbpa na ce
MpMEMAT C I0CTaThYHO KOJIMYECTBO TeYHOCT ( Hamp. Yama Boaa). Moxere na npuemare Mpbecapran
Muxitiy ¢ unu 6e3 xpaHa. TpaOsa ga ce onuaTare Aa npueMare JHEBHATA 1032 I10 €JHO U CBIIO BpEME,
BCeKH AeH. BaxxHo e ga npoapipkute npuema Ha Upbecapran Muknud gororaea, 10 korato Bammar
nekap He BH kaxke Helo Apyro.

Hpbecapran Mukinug He TpAOBa /a ce faBa Ha JAella ¥ OHOWHM noa 18 roguimuza Be3pacr.

AKo0 cTe npHeaH noBede 0T HeoOxoaumara 1032 Hpbecapran Muknn4
AKO CcITyuaiiHO npueMeTe TREpAE MHOro TabJIeTKH, WIH JeTe IpueMe oT TabneTkuTe, He3abaBHO
norepcere Bamus nexap.

Axo cTe nponycHaan fa npaeMere Upbecapran Mukana
AKO ¢ITyqalHO CT€ MpOITyCHaNu AHEeBHATA 034, [IPOCTO IIPHEMETE clIeaBaliaTa 103a Ka
obukHoBeHO. He npuemaiite aABOIHO 1033, 3a fa KOMIIEHCHpaTe MpOITycHATaTa J103a.

AKO HMaTe HAKAKBH JIOITBJIHMTEIHH BBIIPOCH OTHOCHO yrnoTpebara Ha TO3H NPOLYKT, Mo
Baiiys nexkap wid apMaLieBT.

4. BH3IMOXHHN HEXE/JTAHHA PEAKIINHA
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KakTto pcuukm nekapctea, Hpbecapran MHKIMY MOXe ja IOBeJie N0 MOARATA HA HEXKEJIAHU PEaKiIMH,
BBIIPEKH Y€ HE BCEKHM MOXe Aa I'M NMoidy4dd. HAkou oT Te3n peakliMy MoraT a 6saaT CEpHO3HH U MOXe
Ja U3UCKBAT JIEKapCKa NMOMOILL.

YecToTaTa Ha HEXEMAHUTE peakUHH, H3OPOCHH MO-A0ITy € ONpEeIe/ICHA KaTo € H3I0J/I3BaHa claeaAHaTa
KiacuyKanus:

MHoro YecTH: Hali-Manko | ot 10 nauyeHTH HIM NoOBEYE

Yectu: Hati-Manko 1 ot 100 u no-Manko ot 1 Ha 10 nmauueHTH

Hewectn: nai-mManko 1 or 1 000 n no-Manko ot 1 ga 100 nanmeHTH

[To BpeMe Ha KIHHMYHHWTE NPOY4BAHHA MPH MIALMEHTH JIEKyBaHH ¢ HpbecapTad ca HabmonaBaHK
CJIEHHTE HEXKelaHH peaKLMH:

YecTy: 3aMassHOCT, raJieHe/ToBpBIaHe H yMopa. MMa cro0IeHna Npy MALHEHTH ¢ BUCOKO KPBBHO
HaJarane H Auader THN 2 1 ¢ 6B0peuHo 3a0onaBaHe 3a 3aMasgHOCT NPY M3MpaBAHE OT JISTHATIO WIH
CEAHAIO NOJIOKEHHE, HUCKO KPBBHO HA/IATaHe MPK H3NPABSHE OT JIETHAIO WIH CEAHANO MOJIOKEHHE H
60JIKa B CTABUTE MIIH MYCKYJIMTE.

HeuyecTH: yuecTeHa ChpAevHa ACHHOCT, 3aYepBABAHE, KAllTHIIA, AHAPHA, HAPYIIEHO
XPaHOCMHJIAHE/KHCEITHHH, CeKCYATHU AUCGyHKUHS (TpobIeMH NPH OCHILECTBABAHE HA MOJIOB
KOHTAKT), O0NKa B 00IacTTa Ha rpbAHUS KOLII.

B gombaHeHue BamnaT jgekap MoXe [ja YCTaHOBH OTKJIOHEHHE OT HOpMaTa Ha KpbBHUTe BH
[IOKA3aTENH KATO MIOBHILABAHE Ha KpeaTHH KuHa3aTa (4ecto). OCBeH TOBa, aKo CTPaJaTe OT BUCOKO
KpBBHO Handrake ¥ quaber tvn 2 ¢ 6606peuno 3abonasane, Bamusar siekap MOXKe 2 YCTaHOBH
CJIe[IHMTE MPOMEHH B KpEBHHTE BH NoKa3aTenu: MOBUIIaBaHE HA KATHA (MHOIO Y€CTO), IOHIDKABAHE
Ha XeMoryioOuHa (MecTO).

Cnen myckaneto Ha upbecapraH Ha r1asapa, ca CeO0OIIEHH HAKOH HeXETIaHH PEeaKliMH, HO YeCTOTaTa Ha
TAXHATA [OABA HE € U3BECTHA. Te3H HeXEIaHUTE PeakiiMH ca: riasodoime, HapylleHHe Ha BKyca, UIyM
B YILIMTE, MYCKYJTHH KpaMIi, 60/IKM B CTaBHTE U MyCKYJIHTE, HapyLIIeHa YepHOApoOHaTa (PyHKLIHA,
NoOBHIIIEHHE Ha HUBATA Ha KAJIWH B KPBBTa, HapyIleHHe Ha On0peuHata QyHKIMA H BH3MaJICHKC HA
MAaJIKMTE KPhBOHOCHH CHJOBE, 3acATalllO MABHO KOXaTa (ChCTOAHHE H3BECTHO KaTo
JIEBKOHHNTOKJIACTEH BACKYJIHT).

KaxTo npu ocTaHAIMTE JEKApCTBa OT Ta3W [PyNa, PpH MaLHMeHTHTe npreMaliy HpbecapTaH, ca
CHOOIIEHH peKH CTYYaH Ha ANCPTHYHH KOXHM peaKMH (0OpHB, YPTHKAapHs), KAKTO W JIOKAIH3HpaH
OTOK Ha JIMLIETO, YCTHUTE M/HIH e3MKa. AKO CMATaTe, 4¢ pa3BHBaTe Noj00Ha peakiMs UM HMaTe
3aTPyAHEHO AMIIaHe, cnpere npueMa Ha Hpbecapran MrkiMy U He3a0aBHO MOTBHPCETE JICKAPCKa
NOMOIL,

AKO HAKOS OT HE)KEJIAHUTE JIEKAPCTBEHH PeaKLMH CTaHe CEpHO3HA, WIM 3a0enexuTe IpYTH,
HEONMHMCAHH B Ta3H JIMCTOBKA HEXeTaHH peaklMH, MoJId yBeaoMere Bamus nekap WiH GpapMaLeBT.

5. KAK JA CBXPAHSIBATE HPBECAPTAH MHAKJ/INY

CuxpassBaiiTe Ha MACTO, HEIOCTHITHO 32 Aela.

He uznonseaiite MpbecapraH MHKIHY clie[] H3THYaHe CPOKa Ha FOAHOCT, 0TOEeNA3aH
KapTOHEHATAa KyTHA U BBpXy GrmicTepa cnen ,,['ogen n0:”. CpoKbT Ha rOAHOCT OTrOBa
JIEH OT TIOCOYCHHUS MecCell.
Ja He ce u3BaKIaT TabneTkuTe OT ONTUCTEPHTE NOKATO HE CT€ FOTOBH Aa I'M MTBTHETE.

Ha ce cpxpanana nog 30°C. Ja ce cpxpaHiBa B OpHTHHANIHATa OMAKOBKA 32 J1a C€ TIpeAn
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HEKRPCTB&T& HC Tpﬂﬁﬂa Aa CC H3XBBPJIAT B KaHAJIM3AaLIHATA UIIH B Romeﬁﬂepa 34 JOMalllHH OTIIaAbliN.

IMonuraiite Baiiina ¢apMaLleBT Kak Ja YHHIIOKHUTe, Beue HEHYKHUTe BH neKkapcTa. Te3n MepkH 1ie
CIIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpefa.

6. JOITBJIHHUTE/IHA HHOOPMAIIAA

AKO0 KCKaTe Jia oay4YHTe nmoBede HHpopManns 3a Bameor 3adongaBane win nevenue TpAdGBa ga
nonurare Bamua nekap wnu papMaLeBT.

Kakpo cpabpxka Hpbecapras Muxnr4

- AKTHUBHOTO BelecTBO € upbecapran Beska gpunMupana tabnerka csabpka 75 mg, 150 mg vnm
300 mg npbecapraH kato upbecapTaH XHAPOXIOPHA.

- Jlpyrure CBCTaBKH Ca: MAaHHTOJ, XHAPOKCHUMNPOMIILETYI03a, YaCTHYHO 3aMecTeHa
xuapokcunponuanenynaoza (LH-21), yactuaHo 3amecreHa XuapokcHnponuiuenynosa (LH-11),
TalK, Makporoa 6000, pHIIMHOBO MAaclio, XHMIPOreHMpaHO B AApOTO Ha Tabnerkara U
NOAUBUHKWIOB anxoxos, TuTaHoB mvokcha (E171), makporon 3000 U Tank BBB (PHIMOBOTO
[IOKpHTHE.

Kak n3rnexna Hpbecaprar MUK/IHY H K2KBO ChABPKA ONAKOBKATA

dunMupannte Tabnetku 75 mg, 150 mg 1 300 mg ca 6eH, oBaIHH QHIMHPaHH TaONETKH.
(baucrepra onakoska (PVC/PE/PVDC/AI 6nucrep): 14, 28, 30, 56, 56x1, 84, 90 u 98 dpunmupaHu
TabJieTKH B npo3pavyHa OIMCTepHa OMAKOBKA M B KAPTOHEHA KYTHA.

3a BCsAKa KOHLIEHTpaLMs ce mpeaiarat KyTuM ¢ 14, 28, 30, 56, 56x1, 84, 90 u 98 ¢punmupanu TabneTku
B OJIHCTEPHH ONAKOBKH.

IIpuTexare Ha pa3pelieHREETO 32 YHOTpebda NPOH3IBOANTE

Miklich Laboratorios S.L., Calle Cuevas Bajas, s/n — Of. 23, Edificio Picasso, 29004 Malaga,
HUcranudg

IIpon3Boanren
KRKA, d.d., Novo mesto, Smarjedka cesta 6, Novo mesto, 8501 Cnosenus

To3u JekapcTBeH NPOAYKT HMa paspeleHHe 3a yioTpebéa B crpanmTe wieHkn Ha EEO
NMoJ CJAeTHATE HMEHA:

HMe HA JJeKapcTBeHNH NPOAYKT

BG, | Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
EL, Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
ES, Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
HU, | Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
LT, [rbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
PT, Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
RO, | Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
SK Irbesartan Miklich 75 mg, 150 mg 300 mg film-coated tablets
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DK, | Irbesartan Miklich
EE, Irbesartan Miklich
F1, Irbesartan Miklich
NQO, | Irbesartan Miklich
PL, Irbesartan Miklich
SE Irbesartan Miklich

CZ Irbesartan Miklich 75 mg
Irbesartan Miklich 150 mg
Irbesartan Miklich 300 mg

HaTa Ha mocjieAHO oxo0peHne HA JHCTOBKATA
29.10.2008
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